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HUMAN RESEARCH SRR
Introduction '

. Throushout the ages soiontific dovolopmolt has fellewed a  '
 ¢rdot1n1to pattern, Frem carly days when the mere observation’ 5
,f; ef mature preduced fumdamental sciontific prinoiplas, mexn of

"i;soionco have aohiovod incroasingly oomplcx 11nov:tiona, alboiti

;.;f3i'at tho pr1oo of human participation and lmcreased risks to"  
o pornonal safcty. At this moment 11 the twcntioth oontury,. ”'”
'»3¥ man 18 cxploriug the lowq; dcpths of thc earth through ccoan;

i R ographio studies, and is simultanoounly seeking tho euter

; f rouohon of tho univerac through spaco expioratlon. ‘Tho dan;

5?4 gnrn 1nva1vod @8 man embarks upen these studies of the vast
5;unknown are - undoubtodly grcator than ever befers, ‘_ |
; So"groat 18 the threat te man 8 natcty as ho s.eks nur-‘ i;
,"J vival 1n thcnc unnatural onvixonmonts that hc daren not loavo”%

" “hig familiar surroundingn until oxtensivc oxpcrimontatien and 3
tosting are comnletcd. The corrolation between progress and .

. . the risks invelved 1in that pursuit ‘thus demands that humax
X boings, ‘beth the healthy and the unhoalthy, -act as subjocts

'rﬂ.' of scioltific rcsearch.f In the ccntcxt of modical experimen-

:?} tation,'onc writor states this propositlon 11 tho following

& In the coufse of blolegical and medical inves=
- tigation, 1t 1s eventually both necessary amnd:
proper that humaa belngs, individually or 1ix :

‘/ greups, serve as the meaxs by which a sciemtific
.gunnumption may bc validatcd.. Only by .m0 cxtonding
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D the study of humam physics and chemistry and o e
| . disease can we render the benefits of medical - f' ' ,Tf.f'V '
_ research to seclety as a whole, (Ladimer, S W

o

Ethical and Legal Aspects of Medical Research

8% Human Beings, 3 Jeur, ef Publioc Law Law 457, 468 (1954))

- - -

Numerous legal issues ariso, hewever, in ceonnectien with

 ; research invelvimg humam beimgs, Problems invelving cem-

‘f{ sent, liability, and medical safeguards are most promlnont.“ 

u;7f The purpose ef this piper is te trace the development of B
':jlogal thiaking in this area at tho NASA-Amcn Roscarch Oonter,,g
_Moffott ‘Meld, Oalifornia, uhoro varioun cxporimcnts 1nvolvixg
human subjects are im pregress, for tho purpese of onabling
man’ to reach his goal of eonquorlng outer Bpacc.‘ S :,‘ﬁ

o
P

' \;i,::;,I... A Bread Leok a es' Policx

L glance ut ‘the history of the Ames pelicy regardimg
 7ithuman resoaroh rofloots nob only an attempt te promulgato . ‘
.fgifmoaningful standards im this area at Ames, but nlso a diligont
 1}1ofrort te effectuate agemoy-wide rogulations. Such a sug-ff
~v!~‘7.?"‘gotn;1.on wss ‘propesed i the Glazor meme of July 15, 1966

| iontltlod "Uso of motion simulution dovioos at Ames for con-h
Vﬁyq} trelled human research,"” (Appondix # &) In section. twe,

fQ:ﬁ-rororonoo is mnd- to an attaohod draft of a proposod Public

Wﬁ‘ﬂonlth Soerco regulation with the followlng cemmentary thoroon:

' ?arts of the draft may provido some bania for
e «tho tormulatlon by NLSA of agpnoy-glqotqtandarQQ.

g
2
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s paragraph 4, See also, p. 1 of April 20, 1967 meme from

_ebserved im the Nevember 2, 1966 meme (Appemdix # 6) amd

. img human research," (Appendix # 7) The latter documont,rﬂ‘fz

'“}_} Glager te Lores Bright, Appondix # 9, where the gcnoy-wido
- proposal 1s discussed) oonstitutod Ames policy umtil January
fi,yis, 1968, when it was auporncdod by Ames Managom-nt Manualk
‘l7170-1. (Apnondlx #11)

1968 regulation, the agoncy-wldo focue of Ames remaincd
"intact. Several proposals rcsombling AMM 7170-1 had boon ﬁv
; 'prov1ous1y forwzrdcd te NASA Hcadquartcrs in Wnshington 111
'i 'Amon' oontinuing effort to dolin.ato mere explicit: standards
7?i and Bafcguards,fand the Dembling momo of August 23, 1967
gVﬁ?;(l@ptndix # 10) is ln large part a oompilatlon of Amoa'
'7f.isuggostionn.

s : detan - .

3

governing controlled human research, In view
of the fact that contrelled human research has

pretection of subjects sheuld be instituted en : .
an agoncy-wido basis, b

Efferts at implementing agemcy~wide stamdards cam be

- 4n the November 28, 1966 meme emtitled "Discussions at NASA

Headgquarters iz commection with agency-wldo instruction govcrn-if

which "contains minimum agemcy-wide rcquircments" (Id. at p;gi"

I
While signlficant changcs were 1ntroducod in tho January,

In snm, Amol hal boon a 1oadcr-1n tho tormulation or ﬁffi i

been undertaken by NASA at ether fleld 1nstalla-}ff*‘f N
tions in additiom to Ames I submit that the fere .. 7., ,
mulation of procedures and stamdards for the R




V" Ames for guidance in this area, AMM 7170-1 18 an oxccllont |

. attested to by the Glazer letter of August 5, 1968 regarding |

: 'lflhas irvelved the paticnt sceking out the physician forldiagf

) 8pace centers in this country hav. continually looked te

.. document, amd 1ts abllity to provide suceinct standards

1
.rcadily aooiptablo by mdmbcrs of tho medical professiem 1s - G{
BRI
gy
o R
" the Stanferd Univcrnity Oardiovascular System study (Appondix1

‘nificant changes, 1a confermity with AMM 7170-1, Were mado '*'
j'in tha Grant ‘Applicatien (A andix # 13). ; S

e II.- A Lbok at the Develogmon of Specific ogal Issues ;

? Judloially construod by the courts, but it has been con-
”“['tinually equated with prefessional disregard or negligence,
" and has not beem distinguished from "humam research," Oloarly '

'}‘a distinotion between the terms must exist, for as the situa=

. o oY scial o e s L.V L m-...ﬂ.—--.. "\zgu ir

4

agoncy—wldo standards regardimg human research, The other .

K

3
o

1 H

#12) and the August 8- 1968 respense therste iam which sig-‘fﬁw“ .

Wi

A, Dcfinition of ”Human Rescaroh" '

The term oxpcrlmcntation" has ever the years been

" tioms have arisen im litigatiom thun far, "experimentation" ,.9{5¥i;3ﬁ§'

'fT ¥’nos1s or treatment, and im situations invelving rather commen

i ox the ether hand, invelves the :Qsearchcr seeking out thoiﬁ

,7f subject and the implementation of“rolativoly novel {ech- 11 e

’ﬁ'finiquoa, (§23 Ladlmor, Ethical ggg gal Aspects of M edical ‘ E Ffﬂ
}Rosearch (3] __g_m_a_x_:_ Eoings, 3 gour. _gg Zubli Law &67 (1954)) '

,*;modes of treatment, The normal "human research" situatien,:

d
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In the absemce of & judical defimitlen of "human research,"”
i legal and medical schelars have advanced their notlens con-

o cersing the compenemts ef the phrase, Fer example, Ladlmor,;«:

i his article Ethical and Legal Aspects of Medical Research '\

‘on Humam Beings, cited above, proposes this defimition:

 Fer our purpese, human research im medical .’

scionce comprehends am investigation or obser- "

vation by a professionally tralned bioclegical L

or medical sclentist oxn or involving use of BT
‘ SRR human beings, healthy or ill, rimarili for
! q:) Co - the advancement of kxowledge, ?;g; at 472)

The Ames definitionm of "hunan research” ﬁaﬁ”undergéno :f?;

. several revisions, A early statement appears im section 1 %,/

f of th§ G;azer meme entitled "Use of motion simulatidn do;\_fi
‘?f?;7v10.g at Ames for comtrolled human research," dated Julyﬂ?.
| Ili{iso '955 (Appendix # 4), amd 1% largely resembles the abeve
f{'}Ladimir:dofinition: ' | U

T In contradistinction to the case law con=
..+t cept of 'experimestation,' '"human research'
T L comprehends an investigatiom or observation
by a prefessionally traimed blologlcal or Lo
E medical scientist om, or involving the use -,
i, eof, human beings healthy oxr 11l primarily ‘
" for the sdvancement of knowledge rather than
for the benofit of a patient, Human Research,
therefore, commetes the use of a humam belng
as a subject rather tham a patient, )

: Subnoquently,'in sectien 5 offthc Management Instructioj"

'5;12. 1966 decument (Appendix #,6),?ho rolloyiigfde:i;1t1o; "

" dated Octeber 19, 1966, which 1s attached to the Nevember , | - . . -

)

oA . b T
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Btudy.

As used 1n this Instruction:
a2, 'Human research' means any test or

LAY

’oxporiment vwhich may cause a human subject to
suffer stress, pain, damage te health, physical

injury, persemality er emotional discorder, or
death, v

L 0ddly, the "kooting of November f‘éo censider proposed

NASA Headquarters Masmagement Imstructien emtitled 'Human 5'f7'

‘¢limimate the definitiom sectiens im the Imstruction,. How=

ever, by the time the Instructien "Use ef Persons in Aere~

space Rcsearch" (See Meme, Nevember 28, 1966, Appendix #

- roplaood thc "Human Research Policy and PrecodureﬂJ pro=

‘, Research Pelicy amd Procedures' (Appondix # 6) elected te 3f; l,

I)

3ot
]

posal, tho definitien of "human research" was reinstated, -

albolt in nlightly different form, Sectliorn 2 stated:

", research' meams 'any research, development,
A, L test, experiment, or evaluation procedure ea
"% mam which may expese him to distress, painm,
»3mpa1rment to hoalth, physical igjury, or ‘(

! oath.

1

Ot nota is tho addition of vnrious dcscriptivo modes of
rosoaroh. but the omission -of persenality or emotiénal

disordor ag a poenible r.sultant adverso offoct of | tho

’ ‘ ' - v'if; ":'!ﬁ‘ -i>,_H 1;’.' ‘; {
- The °ﬁrf0nt Ames defimitien off"human roébarch"*in-

oorporatcs all of tho olemcnts of farmer statomentﬂ, and

1: cmbodicd 1n Sootion 4 of Amcs Managomoxt Manual 7170-

For the purposc of this Iustructiom ‘human :

e R
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R T Notwithstanding other technical usage, the .
“: " term 'Human Research,' for purposes of this
N . . article, means any test, experiment, or other

-°%, * evaluation procedurs in the course of which,

.. ‘er as a result of which, a human subjeot may

- 1.7 be exposed to comditioxs which could reason-

7. ably be expected to cause distress, pain, im=- |
1. .0 . pairment of health, physlical injury, pornonality ¥
‘ ;y]m 7 R or cmotlonal disordor, oxr death, - : ! I

B. fVoluntary Informed'Oonsont , |
The area presemting the mest difficult amd complicated'fﬂ

; problems fer those ongagod iz human roscaroh is voluntary

‘ylinformod consent., As distinguinhed from the normal thora-"
peutic situation, where care of the patient is tho primary
wy-ﬁibvcncern of the hysioian and where connequently a2 high

| ‘¢ degree of trust 18 built iato thoir rclationship, 1n the
>ﬂ'!?“rca1m of nonthcrapoutic trcatment, the primary aim of the
"v;physiolan 19 increased knowlcdgo and as a result,.u much

» " ‘mere rcrmalizod doctor-paticnt rolationshlp mnst nﬂoossarlly -
.";oxist. In the therapeutio Bituatien, the doctor 19 guidod i
, by his profossional Judgment in regard to how much, 1f any-
'"f’L.thing, he should divulge 1z view of his patient'a conditiol.
:4ﬁ1111n other werds a ‘degres of 1mp110d consent can be readily
;f ¥¥;1n£'rrod. 0m the ether hand, in cases of nonthorapcutic
-':l'r”ttroatmcnt, there must be full discloauro of the doctor's
: !?%taims, of the propoaed treatment, and of the risks involvod:?
’ ~;,;:and an express consent on the part of the subjoct. (Sco |
“yzQiFrouxd, gth;ca; Problems in Human Experimestatiom,. 273 New
_ Englang ‘ougga; _1 ﬂageo;no 687 (Boptcmbcr 23. 1965) X

P : ) b e -
s’:@; ". ai» S IR
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L -




"z’d*:fqucstioi whether the subject possessed the requinitg

- . . )
N P EPRS ¥ S P O €

*:G A8 eme wWriter states:

The esscnce of the claim to privacy is

the choice of the individual as to what he
~ i .- shall disclese eor withhold, and when he
St shall de se, Accoerdingly, the essential
R .. ., privacy-respecting ethlic for behavioral

- research must revolve around the concept of

consent, (Ruebhausen and Brim, Privacy and
Behavioral Research, 05 Golum, L. RevV. 4,

9 ». .—. :—_ ';',".

Orucial issues ariso when trying to determine whether gy

"+ a consent Was voluntary and informed, -Imitially exe must

“‘ oapac1ty to consent, Problemniinvolviig children‘and . .
. the memtally 1mpa1rodyimmodiat01i bomo to mind in this rc-ff%
”tgardﬂ.'Noit, aésuming capacity 31 the part of the subjeét, |

, ?  one must determine whether theri.was full diﬁclonuri by fhc‘:
"7£§;thyuioian, recogrizing the difficulty of the layman 1n'c9m§”3
";;f?prohending medical 1ntricaoios.-‘1n addition, one must .

 f'}conn1dcr whcthor any element of duress was preseant, such ai:f
offering large payments te the nub;]ect, or promising p.'a.rolo.t-::j
fjf;ito the orlmlnal subjoct.: These and ether inquirion are’ |
7¥?i ;0nnont1a1 in affording the nubjoot ‘the. protoction ho truly

J”i;ﬂdonerves, a8 ~they assure that ‘the conscnt grantod was totally»
“Zf;}voluntary and informed, (Sce hulford, Exgerimontation of e
Human Beings, 20 Stanford L. Rev, 99 (1967)) |

T AR

o Il rogard to Amol polioy in thie area, therc han IOVCr
ffﬂaﬂfbtcl any doubt that a yoluntary,ﬁinrormod oonscnt 10 S

s v Ey L N e N AT
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essential to the successful implementation of human research,: -

i

For example, the Johnson memo of April 5, 1961 stipulatess

Qur research does emphasize, however, the A,
importance of obtaining from the subjeoct a EREE

freely given comsent after thoroughly explaiming .
40 him the mature of the experiment and the risks .-
to which he will be exposed, (Appemdix # 1) ' .

-The crucial problem, hokever, has been the development of'i;f“fJ
standards capable of meeting that requirement, B

The Glazer memo of Ju]_y 15' 1966 (Appendix # 4) states th‘|

| | | )
! <=> ~ need for comsent by the subjéct, and refers to the attached :
 statement by Edward J. Rourke urging comsemt in writing, ;ﬁf
Accordimg to Rourke: " o

The one aspect which we have retained from
the original draft ,-. . 18 the requiremeat
that consent of the subject be 1im wrltixng,

We strongly urge 1ts retention, not to re-
place the xmced for good oral understanding
between subject and investigator, but be-
cause proof of consent 1s vital to the legal
basis for the emntire participatien and proef
S of consent will be either difficult or ime VA
- . :  possible if there is mo writiea consent sigmed
» o by the subject, o S

The first Management Inegtruction provisions regarding

voeluntary informed congont were formulated inm the October;'
19,51966 Iustruction, which 1s ‘attached to the Noveémber 2,
1966f§ooumpnt, (Appendix # 6) It reads as follows: |

v+ a, The freely given infermed consent of the
subject 1s essential, ‘

b, Before a subject is permitied to give his
consent, the comtemplated human research must be
explained to the subject, in language umderstamd- - .°°

¢ “able te him, - This explanatiom should imclude the .

23 . . . . . {




"7 7 _untarily accepts, the risks imvolved, See

" . Neo substantive comments except that an

- ELEL

10

© " nature, duratiom, and purpose of the human
70 research, the mamner im which 1t will Dbe
- conducted, and all foreseeable inconvenlences,
.. discomforis, and/or risks to the subject which
- 'might result from the humar research, If the
- mature of such 1mconveniences, discomforts er

. , vai ', risks is not kmown beforehand, this fact should '
Savowo o0 be made known to the subject, LE
o U c. The subject must be informed of any parts

- of the human research which cannet be stopped or

"/:'ff controlled by elither the subject or the person

-V{j conducting the human research prior to the
" scheduled conclusion,

'+ " de Subjects must give thelr consent in writiigfg;
'in such form as will indicate on its face that - .. .

the subject has been fully informed eof, and vel=

[

Attachment A for a suggested ferm of consent,

' Diesatisfaction with this sectien led to & complete re= '

o visibi upon‘Implomentation of'th$ Managemexnt Imstructlon 6:

" November 28, 1966, (Appendix # 7) No standards were pro{ﬂq

.ygiilmulgatod in the Instruction itself, Instead a note to the :
aﬁf;Headquirtiri;rovilor appqarod, w1th‘thq following dbrief ;
- remarksr Lo '

‘adaptation of the language im the Nuremberg -
Ocde might be preferable, This 13 axn editorial’

matter, ‘

;. The Nuremberg Ocde had beem highly publicized and was a

'”.fﬁﬁ{rﬁcognizcd'utandard 1nt£he aren of humam research, Thns,f? -

'f“Amcs adopfed 1ts proviéions regarding veluantary conseat,

B thiéhirggdfas follows:

i absolutely essential,
“ This means that the person involved should

DI R

The voluntary conﬁent of the human subject 1Bv?, s

i+ have legal oapaclty :to. glve consent; should bcf.';
i B0 aipuated a8 te be able Yo exerolse free pewer

[
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of cholice, without the intervention of any s

element of force, fraud, deccit, duress, over-reache:'

ing, or other ulterior form of comstralnt or
cocrcion; and should have sufficient knowledge

and comprchension of the elcments of the subject ﬂ3 }'f

matter involved as to enable him to make an
understanding and enlightened decision, This

latter e¢lement requires that before the acceptance

of an affirmative decisfor by the experlmental :
subject there should be known to him the nature,

. duration, and purpose of the experiment, the

P

ouas

method and means by which it 18 to be conducted; < U0 o7

all inconvenleonces and hazards reasonably to be
expected; and the effects upen his health or

+ person which may possibly come from hls particile

pation in the experiment,

The duty and responsibility fer ascertalning
the quality of the consent rests upom each :
individual who initiates, directs, or sngages 1im.
the experiment, :

In 1968, with the adoption of AMM 7i70-1, the veoluntary

uf;f;informod oonsent'provision was changed oxce again, (Appendix

e

@ﬁb

hrhc'scction now reads as follows:

a. Except as provided in subparagraph 8b:
(1) No human research may be conducted

" . unless the subject veluntarlly agrees to par-

ticipate in the human research, has freely
given his informed consent in accordance with
this subparagraph 8a and has the legal capaclity
to 8o consent, '

(2) No comsent given by a subject shall be
deemed informed unless, prior to the giving of
consent, the propesed human resecarch 1s explained
to the subject in language understandable to him,
Such explanation must include the mnature, duratlesa,
and purpese of the human research; the manner ia
which 1t will be conducted; and all foreseeable
risks, inconveniexnces, and discomforts to the sub-
ject that might result from the conduct of the
human research, If the nmature of such risks,

h1  inconveniences, or discomforts 1s net krown,

this fact must be made known to the subject,

. :f_-In addition, the subject must be informed that

he may withdraw from the human research at any
time, or i1f this is not in fact the case (be-

- cause the oircumstances of the experiment make

such withdrawal unwise, dangerous, or impossible),
he pust he so advised, - : ,
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(3) A subject must give his consext in writing: | .

~4n such form as will indicate that he has been
fully informed of, and voluntarily accepts, the
risks, inconveniences, and discomforts which may -
be involved, '
(4) A person who 418 a minor or who is wlthout
legal capacity to give his voluntary imformed

'3ﬁ<‘ consent shall not be a subject of human research ;ffﬁi*
* without specific authoerization in writing signed I

by the NASA Administrator.

b. Tho Director may waive some or all ef the

requirements of subparagraph 8a i1f he determines Bk

that, due to the requirements of the proposed i
human research (e.g., necessity that the sudject

be unaware that he is participating in an experi-

il

ment; nature of experiment requires use of minors y;g?jff;

: when otherwise authorized), such research would.
' be scriously hampered by any of the requirements
of subparagraph 8a, .*

This provision goes beyond Nuremberg in three impertant

‘respectss (1) There is an explicit requiremecnt of written

cousent; (2) The Director is givem authority to walve some .

of the general requirements in certain imstances; and (3) ?'

Specific reference to minors 1s made, The importance ef

the latter provision i8 that while it is highly unlikely

.~ that minors will be utilized as subjects ¢f human research

at Ames, the door romaiss epen for the remete pessibility ?r‘
child roseafch becoming a reality, N ’”,w ' f
The present section is well drafted, incorperating all ;

of the safeguards deemed important by writers inr the fiold;
The effooti%eness of the provision becemes most evident when
viewed in the oontext_ef‘actual‘application. The Special f |
Gonsent Form #ttached‘tolth;'ioffop of lnsﬁct,&, 1968 J

: g R
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y regarding the Oardiovascular System study (Appendix # 13)

Gerves that purpose, The detailed description of the'pro-f’
posed rescarch ensures a more fully informed consent than ,;?l
was the case with the gemerally vague and broad forms ome
Ployed earlier. (See e¢.g., forms attached te tho‘Glazo‘r
July 15, 1966 memo, Appendix # 4;fformu embodied inm the

' September 30, 1966 dooumeﬁt,-ippcndix # 5)

The forms attached to'thd November 28, 1966 memo (Appen-

dix # 7) and the NASA-Mascey Temporary Service, Inec, oontraot :
'? alse seem to satisfy the requiremants of AMM 7170-1, 1In L

sum, the Ames Research Center has made great progress in

. adopting meaningful standards in the very important area of

;'voluntary informed comsent.

0. Waiver of liabdility R
- Related to the problem of voluntary 1nformed consent is

','tho issue of walver of 1iablility, While a fundamental tort

- Tule states that the consent of am individusl injured or damaged “hV»;

. Will usually avoid 1iability, this principle is nrot invoked f

41 the human research situation, Ames has consiﬂtently takon . :

& position against requiring waivers of liability from re-

Search subjects, This section shall relate instancos of

~ Amos oommontary or this subject,

As early as 1961 Ames took a oritical viewpoint towards

' release of 1iability, (Appendix # 1) Im a letter dated

"April°5.fl961, the Gonerai'Oounsolidisapproved of a pro-



esn

T

’-f,pono¢ release, saying:

Since we are advised that the centrifuge

tests are conducted im furtherance of the “v;j_'ff'

Government's approved space program, as 2 .
matter of poliecy, it would secm inappropriate ..
to seek reclease of the Government at the ex-
~pense of theose particiPants vwho are comtribu- - -
ting to the Goevermment's proegram.

A 1964 Dembling meme (Appeadix # 2) stated im regard t,*fﬁhbuﬁr ;

’  waivers ef liability:

o It 1s our epinion as a matter of Government

(:, _ 2 policy, that wailvers of 1iablility should not be

J required from the participants in hazardous ;

tests, If an accident should ecour, the burdea
of risk should not be berne selely by the in-
jured individual., Also, guch walvers have the

detrimental effect of dlscouraging participation

in the testis, o

Subsequently, the July 15, 1966 Glazer memo entltled

"Use of mpﬁion gimulation devices at Ames fer contrelled i

i,human;roséarohﬂ (Appendix # 4) refers to the 1961 letter
.lquqtaﬁ‘abovc and states in section four:

e To compert with established NASA pollcy
. .'consent forms' must not contain statements
o o requiring the subject to waive, or otherwvlse
release, rights agalnst the Goverament, third
e : partles, or 1ndividuals in the event of mis-
T O adventure, 5 , , ”
'-ﬁfj"81m11ar policy statements may bo located in sectlon Tc of
_';»i'tho proposed Management Instruction o£VOctobcr 19,'1966
7 (Appemdix # 6), sectlon 5B eof the Management Inmstruction

' ”attached to the November 28, 1966 memo (Appendix # 7),

ssd mection 5 of the Dembliss memo dated August 23, 1967 L

(Appendiy # 10), which has

RIS .

;pc:;ﬂi'b041cg in section 5 of 7a

EE
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O

“f_'mcdipal experts and/er intelligent laymen., Im view eof the ﬂ

- ebJective bedy. As ome wrlter states while discussing noi.i

. is prier review and approval of the proposal by a group of i.::
f% high degree of risk te the subject and the nénthorapeutio

; ’purposo of the experiment, & necesslty arises for confirmance

qﬁ?thoripqutic treatment:

N 3;’ 1%, the lssues transcend the expertise of any

- . - . "‘.> {‘{-‘j-‘
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 Ames Management Manmual 7170-1 (Appendix # 11) and reads ailljﬁﬁ5# F

vfollows:

Apart from the obtaining of a proposed ' e T
subject's consent in accordance with paragraph ol
8, no subject shall be asked to walve any BT
rights that may arise in connection with any :
injury, loss, or death suffered by the subject

. a8 a result of human research, L o

" Thus, it cam be readily observed that Ames has uaiformly beem.
oritical of waivers of llability, and that this issue raisos;473V;

no particular problem any lomger.

" D. Additional Safeguards _ ‘#*ifffjfnﬁ# 
1. Group review of the project B R

An essential imgredient of amy human research project

of the principal investigator's opinions by an enlightened i

Here, though it may be hard for us to admit b

single individual representling any single oL
professional discipline, Legal comsiderations ", - v
are imvolved, a® well as moral and cthical R ’ '
considerations broader than any professional
code, Specifically, when the research pro=- e
pesal implies conflict with the public sthic, 1

A S
Gl e N

o
,,,,,




| welfare of the subject, (2) the appropriateness of the 1n-'r“'
medical benefits to be derived, (See Public Health Service ,fﬁf
- of Investigation, U.S. Department of Health, Education and

i &_af Ames appears in the Hareld Sardler memo of June 6, ‘9665‘:
a (Appondix # 3). He states 1x paragraph four therein: i

LY C [SLET
. . B S
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the responsibllity for the decision is too grsat
for the sclentlst alone, (Stewart, An Invitation -

to Open Dialogue Saturdax Review PDe E?"EE"“_%TJ'g;
uﬁ -rm?-y_, Pt ’ ' ‘: , '

The Public Health Service han released a policy statement AR

requiring group assessment of each project prior te 1nvos-” _ﬂ,-£"!

tigation, Such review shall consider (1) the rights axnd

formed consent, and (3) the risks involved and the potantia1 W a

Policy 'for the Protection of the Individual a8 a Subject

Welfare (March, 1968)) g
A statement describimg the composition of the review board
o S Y

The Board should serve the dual purpose of
defining the medical~legal respomsibilities of
this Center for human volunteers as subjects .
for research and of defining the medical safety
criteria and procedures to be used by all in-
vestigators and medical monitors when using
. -human test subjects, Aslde from legal repre-
-*  gentation, thls commlttee must contain indive
"¢ iduals with Specialized and personal experience’
in clinical research, - A Ph.D, degree does not
satisfy medical-legal requirements, Only
. M.D.'s with at least two years ef clinical
- experlence and, preferably those indlividuals
~ - with personal cxperienco with motion simulators,
.- should be chosen, The Board should include at
. - least thres M,D,'s of this caliber and be suffie . ' i
ciontly flexible to include or replace appointed B N e S
individuals by personnel with more depth of ex- S
: pariencc When the occasion ar;eas. ‘ S

Tho modical pe:sonnol en the board is dOlcribnd wlth some
pooirioity in tho abevo mcme, uhllq tho lcgal roproqentatlon
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is 1lightly glossed over. The Glazer meme of April 20, 1967 . |
to Mr, Lerenm G. Bright (Appendix # 9) discusses this preblem = .
in parag;nph three: |

Paragraph 3 of the Rathert proposal dis-

", closes that a "medical' review board will,
among other things, approval (sic) or reject
proposals to proceed with a given line of re-
search, Why a 'medical' review board? This
departs from the 'jury of peers' idea espoused - =
in some of the literature concerning approval,

. Yto go ahoad', with a line of human rescarch,

‘ .0+ .The "Board' should be compesed of laymen as well '/ '
] ' » -+ . a8 sclentists; this 1s not to say, however, that "
o y . ... % laymen should be in the majority. I believe
S .ot that 4t would be a healthy gsystem of '"checks

. and balances' Af one, or a couple of, laymen
" - served on the board, And if a given line of
: 'humar experimentatioen' is simply at war with
v their 'good common sense’, the laymen involved
" ghould vote against it notwithstanding 'scien-
tifically conclusive' arguments that the exper- '«
iment ought to proceed. The Board should met . - ',
be a 'blue ribben panrel' of scientists. FEESS AT

» Section four of the Management Instructiom attached to the

. November 28, 1966 Glazer memo (Appendix # 7) designates ‘ 5f;1<ft
_' several review functions to a specified NASA official, The i
lﬁlJanunry fS, 1968 AMM 7170-1‘(Appenhix # 11) goes further by

' requiring a detailed protocol'(Seo Attachment A to 7170-1)
'Vs‘?,v te bo subm1ttcd te the Directer prior te commencement of the
S '1nVostigatlon. The Director is imstructed to consider.whether:

_V (1) The importance of the objective of the ree |

e ‘search outweligh"s the inherent risks te
IR R the subject,

" (2) T™e subjeot of the human research will be
SR unnecossarily exposed to risk of injury,

discomfort, or incouvenlencs,

"»?2 '._(3) The subjeot or his representatives will rcé?.'
.~ 7 eeive adequate gempensation,; by reasom of .




"W;f~Exper1mentation of Human Being;, 20 Stanford L. Rev. 99

‘-npppars in Attachment A to the August 8,-1968 memo from

" a document entitled "Imstitutional Assurance on Imvestiga=- E ;ﬁ &,LHL

.if'uhich adepts the pelicies amnounced by the Public Health -
:ff'SOrvico, and 1:;1n complianoo with the tcrms‘g; AMM 7170-1.5

7{;presenoo of a monitor during the 1nvcstigation whese sole f '

* comcera 1s with the welfare of the subject, (See Mulford,f7*

- ) R . { 28ar
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' insurance, workman's compemsation, or the like, e
in the event the subject suffers any loss, injury,
or death as a result of the human research. o

N

'In addition, section 10 authorizon the Diroctor, at hin

discretion, to appoint an advisory board to ald him 1n his
decision. | ‘ :

The mo&t recent statement concerning a review board

Sutton to Glazer (Appendix # 13) in regard to the StanfordAf;;f?

University Oardievascular System study, Therein one finds ”f‘f‘

tions InVolving Human Subjects, Including Clinlcal Resoaroh,

5'2. Prusenco of two physioians

Writors havo ‘suggested, as ‘an additional saroguard, tho

;'&;(1967)) Such a procedure has the advantage of avolding a QQV
ﬁg vides for extensive examination of ‘the subject by a. phy-

| of th- 1nvontigation.» ) ,“ ;ﬁﬁ‘;:gru; o ;f\'

c\_——» - ProS

conflict ef imterests problem on fha‘part of the principalw?ﬁ;}}
" Anvestigator, AMM 7170=1 ,vsection‘7 (Appendix # 11) pro= ?Fffﬁf

sloian, and in Attachment A thoreto requiras the. pretocol
to desoribe the availability of 'y physloian durins the oourac‘"

Iy A TN T N S v o




I T

investigators should be screexed prior to publicatlion, for

" i“:““f*'aﬁ‘%m#;‘c“lw?‘fm RN =N ‘&t[-ww%hwmwdﬁm% RGNy - HAAIY A
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H
.3, Soreening of reperts prier to publlicatlen N P
It has been proposed by some writers that all reperts by
]

the purpose of detecting violations of the subject's rights, e

7 %e come under 6udioial dcrutiny. “While the term "oxperimenta-'ff#ff‘;?f-

Concluslon

As publication 1s the ultimate goal of all researchers, it 19VLQ-" .
alleged that such a safeguard will ensure self-restraint, i

(Seec Mulford, Experimentation of Human Beings, 20 Stanford

L. Rev. 99 (1967); Boecher, Documentigg the Abuses, Saturdqx
Review, p. 45 (July 2, 1966)) AB of this moment, Amos has ;

not promulgated such Y rulc. ‘<lg.:. S R

As indicated earlier, the area of human research has yeb.

- tion" has received court 1nterpretétion, it has been con-

"strued within the limlted confines of medical malpractice,

“ Oonsequently, it can be predlcted fhat the standards promule ‘ﬂ{;*fff' %

' _gatod by Ames and by other inltitutions will ultimately have

. to face: the tost of 10631 ““ffici‘n°y' Favorablo results seen

'hflglikoly. FEEE
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APPENDIX #1

AG/laf April 5, 1961

Ames Research Center
Moffett Field
California

Attention: Mr., Arthur B. Freeman
Administrative Management Officer

Re: Hazardous Experiments Involving Humans
Dear Mr. Freeman:

After reviewing the release proposed for execution
by contractor personnel participating in NASA flight
simulator tests, we would recommend against its use by
Ames for several reasons,

As drafted, that release would relieve both the
Government and the agents, employees, etc., of the Govern-
ment from liability., Since we are advised that the
centrifuge tests are conducted in furtherance of the
Government's approved space program, as a matter of policy,
it would seem inappropriate to seek release of the Govern-
ment at the expense of those participants who are
contributing beneficially to the Government's program.

We can appreciate the concern of doctors and other
Government personnel as to possible personal liability
resulting from the conduct of these tests and, accordingly,
have looked into this question. Our search has revealed
no case holding a physician liable for injury to a competent
adult volunteer subject arising from experiments conducted
in accordance with carefully considered safety standards.
Those cases where liability has been established have
factually involved a patient's change of negligence against
his physician, and despite some language to the contrary,

21
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seem little different than the normal malpractice actionm,
In such cases, the proposed release would probably be
ineffective as a bar to liability.

Our research does emphasize, however, the importance of
obtaining from the subject a freely given consent after
thoroughly explaining to him the nature of the experiment
and the risks to which he will be exposed. A written
consent would be most valuable, tailored as closely as
possible to the particular experiment and risks involved,
and we offer our assistance in its preparation.

Meanwhile, we shall study further to assure ourselves
that everything possible is being done to lend NASA support

. to those charged with the responsibility of carrying out
the .agency's experiments. You may wish to examine further

specific problems, and I shall be happy to hear from you

1 4 4

or to discuss them first hand whenever you are in Washington,

Very truly yours,

N

John A. Johnson
General Coumsel

LAF /rks
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' Oﬁice Memorandum - UNITED STATES 'G(‘)VER NxsmNi" :

oate; Feb, 2, 1081

.

Mr. Paul Dembling 4
.NASA Headquarters .

rom :  Willlam V, Shaw -'Ames

TO '

Hazardous experiments involving humans

1

SUBJECT:

Dear Paul:

Referring to the recent telephone conversation Art Freeman had with you .
regarding the legal and medical questions our people are raising in connection
with experiments involving human subjects, I am enclosing a draft of a release
designed primarily to protect our personnel and the Government when_contractors
and other qutside. persannel participate in our flight simulator tests. f you be-"

 13~we as we do that such a release may have some force and effect in the event

mishap, we would appreciate your reviewing it for legal sufficiency and
giving us your comments on your forthcoming visit to Ames. ‘

I understand from Art that the period of your visit was not set when he *
talked to you, AS it turns out, two of the people most interested in this matter
and to whom we think you would like to talk--Dr. Harald A. Smedal and George

Rathert--will be on extended travel on and after{March }%l 196V,
will be in Johnsville, Pennsylvania, working on some o

.be early inMarch, ~° . |
"~ We are looking :o:ward to seeing you again.

ot .
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e very tests in question -

1 until May 2, 1961, Thus, from our standpoint, the best time for your visit W°“1d;_'_- X

Coed -
¥

T T ) T R © I .




|

acting under the instructions of that organization will be riding moving-

. safe practice, and vhereas 1 do 80 entirely on my own initiative, risk,

“.and 'responaibnity, relying on medical ad.vice given me by physicians

: . consideration of the pemiuion extended to

" heirs, execubors, and administrators remise release and forever discharge

' the Government of the United
' employeea , acting ofﬁcially o:;,otherwise, from all claims, demands, actions,

PETY
A IR o

AMES RESEARCH CENTER
| NASA -

Whereas, I, , an official

representative of ' : ' P A

buse flight simulatoru at the Ames Research Conter,and whereas I have

been warned that maximun accelerations antioipated on thie pro,jecb aYes

Ax-

Ay ™ R Ae'—-—-——-——‘

|
l
l_?"
[
i
l
A
l

A = x N Mo
! ‘ l‘

'

and that 1imiting devices have been set to avold exceeding these acceler- C

ations, and whnreao I have 'been further varned that equipment malfunction

and/or safety device failure could result in exceeding these accelerationa , ,;; S

particularly 1n the form of 1mpact stops , which are :ln excess of normal

empleyed by 5 now, thercfore, in

'me by the United Sta.tes through

{ts officers and agents to take such action, I do hereby, for myself, my

States and all of its officers, ageuts, and

or cauoes of action on accmmt of my death or on account of any 1n,1ury to

me which msy oceyp from sny cnuse durina ny preaence 1n the moving base

sinulatoy durins this proaect-. or continuancea t.herqpf, or uny after
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. . CIRCULATED TO FIELD COUNSEL

; o ‘l Noted: f

. Mrs Gohier -

f

.

Manned Spacecraft Ceﬁter'

Attention: Mr. J. Wallace Quld
Chief Counsel v

.Office of General Counsel

Legal aspects of hazardous experimente

and tests involving humane

TIIE PROBIE M

In your, memorandum, dated February 11, 1964, you invited
our coﬂhcnt.on ond discussion of several questions per-
taining to the legal aspects of hazardous experiments and
- tests involving unusual physical conditions for humans,
guch as confinement in a centrifuge or test champer and

subject to vacuums or extreme temperaturee.

you asked the following three questions:

;th'(l)

i}

(2)

. Government? .

Are medical personnel, detailed to NASA by ;

-DOD, inhibited by DOD regulation, or State

law, from affording monitoring, first aid,
etc. to Government or Contractor “personnel?

Policy-wise, should waivers of liability
be requested from Govermment or contractor

‘, personnel subjected to unusual conditions?

.ITs it advisable to undertake contractual

provisions under which the employer=

. contractor would asgree to hold harmless the

Government? Or to require that the carrier

"of his Workmen's Compensation Insurance

waive any rightes of eubrogation against the

o

Spetifically,

\.1‘ -
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1. Federal or State Restrictions on Medical Activitics

(a) General "Authority to Conduct Rescarch Experiments R

Under the Space Act, the National Acronautics
and Spoce Administraotion has been given broad author-
ity to conduct the space progrum of the Unitcd States
and to perform whatever activities are nccecsary in
connection thercwith (k2 U.S.C. 852451, 2W73). ‘The
Suprcmacy Clause of the Constitution of the United
states (Article VI, Clause 2) provides that the Con-
stitution and Laws of the United States shall be the
gupreme Law of the Land, and, therefore, spnce acti-
vities can be ecarried on without repard to the lnws

of any State. McCullouph v. Moryland, b Wheat 316 (1819);

Paul v. Unitcd States, 371 U. S. 25 (1963);

Toslie Miller, inc. v. Arkansas, 352 U.S. 187 (1956);

Public Utilities Commiscion v. United States, 355 U. Se

53% (1957); Johnson v. Maryland, 254 U. 5. 5L (1920).
Sce also Report of the Interdepartmental Committee
for the Study of Jurisdiction over Fedcral Areas

Within the Gtates (submitted to the Attorney General:

Part 1, April 1956; Part II, June 1957).

Specifically, section ?03(&) of our Act directs
NASA to "(1) plan, direct, and conduct acronautical
and space activities"; and "(2) arrange for partici-
pation by the scientific community in “planning scicn-
tific measurements and observations to be made through

‘use of aeronautical and space vehicles, and conduct or.

arronge for the conduct of such measurements and ob-

. servations .+ . » ." Thus, there can be no doubt of

NASA's authority to condugct experiments relating to

‘man's capacity for space flight and to utilize the

services of scientific and medical specialists in
connection therewith. We can see no basis upon which
State law could interfere with or restrict such
experiments. . :

(v) Military Repulabions

We have talked with several. lawyers and doctors

'in the Department of Defense and they were unfmare of
. A ‘ .

REITRY

o e A TV,
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. 4:t dent, to enter into cooperative agreements o R

" ment states (Par. IV,(b)):

" any regulations vhich vould prohibit military medical | | i

!

personnel assigned to NASA from participating in ¥ SR N
gcientific tests or research activities. The only Do e
possible restriction they mentioned would be agoinst R
giving general medical treatment to contractor cm- A
ployees (aside from first aid and cmergency care), \ FEE
but we assume that this is not what you had in mind.

Nevertheless, no matter what military regulations . - ' ‘
may provide, they do not apply to military personnel . 1 ... 17
assigned to NASA. Section 203(b)(12) of the Space =~ = = ind
Act authorizes NASA:

(12) with the spproval of the Presi- . = = . - slil

under which members of the Army, Navy, Air
" Force, and Marine Corps may be detailed by
the appropriate Secretary for services in
the performance of functions under this Act R D

to the same extent as that to which they IRt ST
might be lawfully assigned in the Department R R T
of Defense; ) ' "

Pursuant to section 203(b)(12), an agreement was PRI |

entered into between the Departments of Defense, Army, . i
Navy, and Air Force, and the National ‘Aeronautics and S
-Space Administration, concerning the detailing of mili- = .t
tory personnel for service with NASA, vhich was approved ’
by the President on April 13, 1959. The agreement (NASA
Maenagement Manual Instruction No. 2-3-3) provides, among
other things, that military personnel detailed to NASA
will be governed by NASA regulations, except for military
discipline, leave, and flying requirements. The agree-

Except as noted in (a) above, persons

_ dctailed or appointed to NASA will not be
subject to direction or control by the De-

. partment from which detailed with respect

to their duties and responsibilities with

NASA. Personnel detailed to NASA will be
governed by ell appropriate regulations and

* directives of NASA, L

“y‘rn( N

r25
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" 'NASA, therefqre, need not be concerned with militaxy - -
- restrictions on medical personnel. During their ’
"\ - perdod of assignment to NASA, detailed persons are -

~" not subject to directiony or control from the militaxy
~'i . gervices with respect to their duties for NASA. .

(e) Authority for Occupational Medical Care

' NASA, under 5 U.8.C. 150 and 5 U.5.C. 759, is authori-
' zed: " to establish health facilities for employees; toO

0 provide treatment of injuries and illnesses due to

-~ occupational causes; and to provide treatment for on- S

;- the=-Jjob emergencies. It is also the view of this office,

LA

In addition to its authority under the Space Act,

as set forth in the Memorandum for the Deputy General

Counsel of February 25, 196k, signed by Sophie Cook and -
. circulated to field counsel, that NASA, under section Y
203(b)(5) of the Space Act, may extend the use of its ..~
" occupational medical facilities to contractor employees.
s» There is no question, therefore, that hazardous test “
: participants, regardless of whether they are ,NASA em= v .. ¢
- 'ployees, gervicemen, or contractor employees, may be '
‘given firet aid and emexrgency medicel care. Contractor :;
_employees can theyeafter be transferred to a private X
“hospital for further medical treatment, if necessary. -

" Govexnment employees may be transferred to a Government ; i
: hospitel pursuant to 5 U.8.C. 759 (supp. IV), which proe=:' .

vides as follows: o
N For any injury sustained by an employee
.~ while in the performance of duty, whether or )
" 'not disability has arisen, and notwithsbanding . .-
" ¢hat the employee has accepted or is entitled

" to receive benefits under the Civil Service Re=
" 40 the employee all services, appliances, and
. supplies prescribed or recommended by duly v
4. qualified physiéiens which, in the opinion of

.. the Secretary, are likely 10 cure or to give - .-

" relief or to veduce the degree or the period *
. of disabdility or to aid in lessening the emount:
.- of the monthly compensation. Such sexrvices,

... appliances, and supplies shell be fwrnished By

TR

HOY

“", iirement Act, the United Stetes shall furnish - o, <y




-"

' ’ | or upon the order of United States medical

teo i officers and hospitals, but where this is
+ "y not pracdticable they shall be furnished by

.. or upon the order of private physiclans and - . .

. hospitals designated or approved by the .
. Secretary. For the securing of such servi-
-, ces, appliances, and supplies, the employce

LN of such services, appliances, and supplies,
' which, in the opinion of the Secretary are
necessary and reasonable « ¢ o

L In answer to your first gquestion, therefore; we
find no inhibition in State law or military regulation

. against providing mbnitoring and first aid services to

_. Government or contractor personnel. Moreover, we under=-

" “gtand that the research doctors and specialists who con=

" duct such tests are not necessarily experienced in the
treatment of accident victims. For that reason, we
recommend that practicising physicians who are fully ex-

vhen hazardous tests are being performed.

f- 2., Walvers of Liability

s It is our opinion, as a matter of Gove{mnent policy, that -
: ".‘_waivers of liability should not be required fromthe partici- :

pants in hazardous tests. If an accident should occur, the

. “burden of risk should not be borne solely by the injured
% individual. Also, such walvers might have the detrimental S
. effect of discouraging participation-in the tests. H.R. 1159,
.+ -.a bill to provide extra pay for federal employees performing -
" hazardous duty has passed the House and is pending in the
- "Senate. Its purpose is to encourage employees to take part
©": in activities such as space experiments. Requiring partici-
~peants to sign walvers of 1iability would have the opposite

"l effect. ve .

Aside from policy adnsiderations, the field of compensa- "

. tion for:.occupational injuries is covered by statute: namely,

" the Federsl Employees Compensation Act (5 U.8.Ce T51 et seq.)
" and the Workmen's Compensation Acts enacted in all fifty

. statesy . . ''

periences in treating accidental injuries also be present

s2oth . mey be furnished transportation, and may be ‘o;"v- "-
S paid all expenses incident to the securing

et
'
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S The' F.E.C.A. provides for compensation for any civil
. federal employee injured or killed in the performance of
his duty &5 U.5.C. TS5L). Section 757 (b) of Title 5 pro-

-

45 exclusive and in place of all other liability of the

" 790 of Title 5, United States Code, defines the term

(2) persons rendering personal services of a kind similar

to those of civilian officers or employees of the United

States to any department, independent establishment, ox
_agency thereof, « » .« without compensation or for nominal

a—

" such services is authorized by an Act of Congress, or in
SR which provision is made by law for payment of the travel or
O .. other expense of such person . . . o" Other statutes pro-
: " vide compensation and other benefits to military personnel
. 'injured in the line of duty (e.g., 38 U.8.C. 301, 401, 501,
, 601, and TOL et seq.). '

... ooub compensation. The Bureau of Employees' Compensation, -
... Department of Labor, is responsible for administering the

state that no waiver of the right to claim compensation is
.1 ¢ i euthorized (20 C.F.R. 1.24). The rules of the Buresu for
-+ 1./ processing claims are ‘set forth in 20 C.F.R., Ch. 1.

":v;: B The employees of NASA contractors are similerly protected'-‘. |

United States to the employee or anyone entitled to recover |
.~ on his beholf. See Johanson v. United States, 343 VU.S. k2T .. ‘0
" (1952); and Patterson V. United States, 359 U.S. 195 (1959)s ~ :ni .

"employee" to include "(1) all civil officers and employees

0 oo of all branches of the Government of the United States . Yo .

' - - compensation, in eny case in which acceptance or use of v

woohe i hact (5 U.8.C 778, 783). The Bureau's regulations explicitly -

. L by state workmen's compensation acts which provide statutory

compensation for on-the=-job injuries. When an injury to an

i

U The coverage of the F.E.C.A. is very broad. Section e

R The Federal Employees Compensation Act and the military

' .+ ' compensation acts, accordingly, would extend to every parti- ;
. 0T clpant (except contractor employees ), employed by the Govern= .
0 S ... ment on a temporary or permanent basis, whether with or with=

» ’ .
Sy ;
. )

- vides that the liability of the United States under F.E.C.A. v

.. employee is covered by these laws, "t i unifo Y o D

. ' lA .
/. -+ ‘the statutory compenea‘g‘ion.is the sole remedy, and that any.
¢+ . vecovery sb common lav:is Berred." Prosser on Torth 384

ol

}




e 65 R.I. 194, 1k A.,28 235.

"% by FuE.C.A. or workmen's compensation, we should not attempt -

©+74:"" provided in the Federal Tort Clgims Act (28 U.S.C. 1346,
co vy 26T1=2680). Of course, the Government's liability under

its employees while acting within the scope of their employ-,"_" :

(24 ed.). Congress has extended such state laws toin- RN
clude federal territory within the states (40 U.S.C. 290)s . ™
In Capetola V. Barclay White Co., 139 F.2d 555, cert.
. denied 321 U.8. 799 (19%%4), that statute was held to make ' * "
the State act operable as to injuries to contractor em-
" ployees on federal property, even without formal adoption
. of the federal act by the State legislature. See Wal.lach
0 Ve Liebeman’ 219 F. Supp. 2“'7 (DoNoYo 1963)0

In most instances, the workman's compensation acts, by - °
their own terms, prohibit any attempts to obtain yaivers
- . or releases of the statutory benefits (58 Am. Jur., Work-
.men's Compensation, 849). Such prohibitions are valid.
.- Alaska Packers Association v. Industrial Accident Commission, -\
- 294 U.S, 532. And even in the absence of express prohibition, -.:
. - attempted waivers would be invalid as being against public .-
" policy. 58 Am. Jur., supra; Carpenter v. Globe Indem. COs,y, " .

If there are participants or observers in the forth-
+ coming hazardous tests who might possibly not be covered

by waiver t6 deprive them of the relief that Congress has -

"o F.T.C.A. 158 limited to damages caused by the negligence of

* ment (28 U.S.C. 1346(b)).. Also, the Government has been

. ..-held not subject to absolute liability for demages arising .. .
" from extra-hazardous activities. Dalehite v. United States,:
.346 U.S. 15; Strangi v. United States, 211 F.2d 305.°

NASA, however, has the suthority under section 203(b) »: '
-" (13) of the Space Act to settle claims not exceeding $5,000 ' ."
- against the United States for bodily injury or death re- Lo,
' sulting from the condyct of the Administration's functions, . .
¢ 'and the authority to report meritorious claims over $5 ,ogg g
- to Congress for its consideration. We have interpreted
... this provision to permit equitable consideration of such
'* - claims without imcorporating traditional negligence concepts
At . o ;ﬁ v f," AT "”'.' .' X L -
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3. Hold-Harmless Agreements SO :

" 4n the area of hazardous operations. As mentioned above,

Y .
R IR
AR . : .

R

L T
: 0t

" attempt should be-made to modify such liability.- The pos=: "

5':::""‘: structed by the contractor in a post office collapsed.
. ghe Court denied recovery, holding that the Govermment

Juries suffered by AEC contractor's employees from an ex- b
' plosion at the contractor's plant since the AEC's authority . .-
+o supervise contractor's safety procedures is discretionaxy ' -

v Government should not attempt to contract out of its lia= .
. bility, ‘The seme principle applies to requiring insurance i,

i carriers to walve their'right of subrogation against the * R
" Govermmente - :illi: il TN S L TR Y

.
!

such as contributory negligencé or assumption of risk.

Tt is conceivable, therefore, that a situation might

arise where NASA Would be able to use section 203(b)(13) v
o settle a claim arising from a hazardous experiment,
'eapeciau.v if other avenues of recovery were foreclosed. '

Contractual provisions under which a contractor would ;-

agree to hold the Government harmless seem inappropriate

the Government's liability under the Federsl Tort Claims
‘Act is limited to negligence, and we question whether any

sibility of recovery by & contractor's employee from the
Government is further lessened by the general rule that

“the prinicpal employer is not responsible for the negli=-
gence of its contractors or subcontractors. See Wallach

" v. United States, 291 F.2d 69 (2d Cir. 1961), in which em . i -
employee of a painting contractor sued the Government to SR

recover for injuries sustained when a scaffolding con-

\ >
* ¢ was not liable for the negligence of the independent R
‘. contractor (id. at 69-T0). B

g Recently, that principle was reaffirmed by the U. S.
. Court of Appeals for the Second Circuit. It held that the
United States cannot be neld liable under F,T.C.A. for in-

" yather than mandatory. Blaber v. United States, (29 Cir.

'.i'{'i."f's/aa/eh), 32 U, S. L. Week 2648-49.

411l be liable to contractor employees, but, if 8o, the

Yt . Lot
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: Instead of attempting to limit Governmental liability, ° - *:
the question now being studied is whether the Govermment - ' - :
.. should indemmify contractors against the risks of cata- . '"."~ '

- strophic accidenfs resulting from its programs or other- - =
wise assume the risks of such accidents. The trend seems ...
to be toward the Government's assuming a larger share of
. the risk arising from its programs, rather than toward a :
“" lessening of Governmentel liability. "
Tt may be that these rather general observations do not RV
_answer the specific question you had -in mind. If not, ox ... .. -«
" 1f you desire more advice on & particular aspect ‘of the .- i
problem, please let. us know, and o - will Ye happy to give TR g

further aeeistance. ;'

- ' L
! e
H . . N

-l "orig sgd by"

. Paul G Dembliqg
Depuby General Cmmael
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" our cozrknent on and discussion of several questions per-

you asked the following three questions:

and tests involving humans

THE PROBIE M
In your memorandum, dated February 11, 1964, you invited

taining to the legal aspects of hazardous experiments and
tests involving unusual physical conditions for humans,

such as confinement in a centrifuge or test champer and
subject to vacuums or extreme temperatures. Spetifically, -

(1) Are medical personnel, detailed to NASA 'by
-DOD, _ inhibited by DOD regulation, or State
law, from affording monitoring, first aid,
etc. to Govermment or Contractor ‘personnel?

(2) Policy-wise, should waivers of liability

be requested from Government or contractor

personnel subjected to unusual conditions?

Is it advisable to undertake. contractual

i , provisions under which the employer-

contractor would egree to hold harmless the
Government? Or to require that the carvier

- of his Workmen's Compensation Insurance o
waive any rights of subrogation egainst the - .,

Govemment? }j--' A
; I3 . ) J{‘
" . :}3’ . i
' r)"‘ s
W2

RY o corY”
A/’/;c'm.;&')c 7/ 735
{ 'CIRCULATED TO FIELD COUNSEL ‘
| Noted:
‘ Mr. Sohiex
LR
TO : Manned Spacecraft Center : R
Attention: Mr. J. Wallace Ould A TR T
. Chief Counsel : : SR
FROM : Ofﬁce of General Counsel
SUBJECT ¢ Legal aspects of hazardous experimente T _

o

g
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B .Act authorizes NASA:

" entered itito between the Departments of Defense, Army, '

- diseipline, leave, and flying requirements. The agree-

sl (L2

Y
- e

3/
’ |

any regulations which would prohibit military mediecal = . !
personnel assigned to NASA from participating in ) : v . '
scientific tests or research activities. The only ' 1
possible restriction they mentioned would be against . oL
giving general medilcal treatment to contractor em- " .
ployees (aside from first aid and emergency care), L
but we assume that this is not what you had in mind. IR

Nevertheless, no matter what military regulations

- may provide, they do not apply to military personnel

assigned to NASA. Section 203(b)(12) of the Space SIS RE

(12) with the approval of the Presi-

. i dent, to enter into cooperative agreements

under which members of the Axrmy, Navy, Air

Force, and Marine Corps may be detailed by N o

the appropriate Secretary for services in
the performance of functions under this Act
to the same extent as that to which they
might be lawfully assigned in the Department
of Defense;

Pursuant to section 203(b)(12), an agreement was

Navy, and Air Force, and the National "Aercnautics and

- Space Administration, concerning the detailing of mili- ;' '

tary personnel for service with NASA, which was approved '

“% " by the President on April 13, 1959. The agreement (NASA .
© Management Manual Instruction No., 2-3-3) provides, among - ..

other things, that military personnel detailed to NASA
will be governed by NASA regulations, except for military'

ment states (Par. IV,(b)):

Except as noted in (a) above, persons R

detailed or apppinted to NASA will not be , O
" subject to direction or control by the De=- AP
. partment fxrom which detailed with respect

to their duties and responsibilities with.

NASA, Personnel detailed to NASA will be -

governed by all appropriate regula.tions and

directives of NASA, .

Loy
N 1
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NASA, therefqre, need not be concerned with military
restrictions on medical personnel. During their
period of assignment to NASA, detailed persons are

not subject to direction or control from the militaxy .
services with respect to their duties for NASA.

:.: (¢) Authority for Occupational Medical Care

In addition to its authority under the Space Act,
NASA, under 5 U.S.C. 150 and 5 U.S.C. 759, is authori-
zed: 10 establish health facilities for employees; to
provide treatment of injuries and illnesses due to
occupational causes; and to provide treatment for on-

the-job emergencies. It is also the view of this Office,

as set forth in the Memorandum for the Deputy General

Counsel of February 25, 1964, signed by Sophie Cook and

circulated to field counsel, that NASA, under section
203(b)(5) of the Space Act, may extend the use of its
occupational medical facilities to contractor employees.
There is no question, therefore, that hazardous test -
participants, regardless of whether they are NASA em-
ployees, servicemen, or contractor employees, may be
given first aid and emergency medical care. Contractor
employees can thereafter be transferred to a private
hospital for further medical treatment, if necessary.
Government employees may be transferred to a Government

hospital pursuant to 5 U.S.C. 759 (Supp. IV), which pro- '_'[ZEJ'

vides as follows:
For any injury sustained by an employee

' while in the performance of duty, whether or
not disability has arisen, and notwithsbanding
that the employee has accepted or is entitled
to receive benefits under the Civil Service Re-
tirement Act, the United States shall furnish :
to the employee all services, appliances, and
supplies prescribed or recommended by duly

~qualified physidians which, in ‘the opinion of
the Secretary, are likely to cure or to give
relief or to reduce the degree or the period
of disability or to aid in lessening the amount
of the monthly compensation. Such services,
appliances, and supplies shall be furnished by

s ™

[ I4N
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or upon the order of United States medical
officers and hospitals, but where this is
not pradticable they shall be furnished by
or upon the order of private physic&ans and
hospitals designated or approved by the
Secretary. For the securing of such servi-

, ces, appliances, and supplies, the employce
may be furnished transportation, and may be
paid all expenses incident to the securing
of such services, appliances, and supplies,
which, in the opinion of the Secrebtary are
necessary and reasonable . . . .

’ In answer to your first question, therefore, we
find no inhibition in State law or military regulation
against providing monitoring and first aid services to
. Government or contractor personnel. Moreover, we under=

stand that the research doctors and specialists who con-

duct such tests are not necessarily experienced in the
treatment of accident victims. For that reason, we

recommend that practicising physicians who are fully ex-’

periences in treating accidental injuries also be present
wvhen hazardous tests are being performed.

2. Waivers of Liability

It is our opinion, as a matter of Government policy, that
- walvers of liability should not be required fromthe partici-

pants in hazardous tests. If an accident should occur, the

" "burden of risk should not be borne solely by the injured

! 4ndividual. Also, such waivers might have the detrimental .
. effect of discouraging participation in the tests. H.R. 1159, -
& bill to provide extra pay for federal employees performing -

hazardous duty has passed the House and is pending in the

‘ Senate. Its purpose is to encourage employees to take part

~ 4n activities such as space experiments. Requiring partici- -
pants to sign waivers of liability would have the opposite
effect, . ‘ ‘

Aside from policy cBhsideraxions, the field of compensa-'

| tion for:occupational injuries is covered by statute: namely, -
“the Federal Employees Compensation Act (5 U.8.C. T51 et seq.)
. and the Workmen's Oompensation Acts enacted in all fifty -
“states. ! B 3 . B

P
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. 601, and TOL et seq.).

- authorized (20 C.F.R. 1.24). The rules ofthe Bureau for
processing claims are set forth in 20 C.F.R., Ch. 1.

- ‘the statutory compensation is the sole remedy, and that any
~ recovery at common law is barred. Prosser on Torts 364

6/

The F.E.C.A. provides for compensation for any civil
federal employee injured or killed in the performance of
his duty &5 U.S.C. 751). Section 757 (b) of Title 5 pro- .
vides that the 1liability of the United States under F.E.C.A., = .
is exclusive and in place of all other liability of the : '
United States to the employee or anyone entitled to recover
on his behalf. See Johanson v. United States, 343 U.S. 427=

(1952); and Patterson v. United States, 359 U.S. 495 (1959). ﬂ;¢lz.

YThe coverage of the TF.E.C.A. is very broad. Section‘
T90 of Title 5, United States Code, defines the term !
"employee" to include "(1) all civil officers and cmployeea
of all branches of the Government of the United States . « s .
(2) persons rendering personal services of a kind similar
to those of civilian officers or employees of the United
States to any department, independent establishment, or
agency thereof, . . . without compensation or for nominal
compensation, in any case in which acceptance or use of

- such services is authorized by an Act of Congress, or in

which provision is made by law for payment of the travel or
other expense of such person . . . " Other statutes pro--

vide compensation and other benefits to military personnel g L

injured in the line of duty (e.g., 38 U.S.C. 301, 401, 501,

The Federal Employees Compensation Act and the military
compensation acts, accordingly, would extend to every parti-
cipant (except contractor employees), employed by the Govern-

 ment on a temporary or permanent basis, whether with or with- @ ° _
out compensation. The Bureau of Employees' Compensation, o _-_"

Department of Labor, is responsible for administering the .
act (5 U.S.C. 778, 783). The Bureau's regulations explicitly
state that no waiver of the right to claim compensation 1s

- The employees of NASA contractors are similarly protected : {‘ -
by state worlmen's compensation acts which provide statutory . !
. compensation for on-the-job injuries. When an injury to an :- -

employee is covered by ‘these laws, "it is uniformly held that, , :

I L
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(28 ed.). Congress has extended such state laws toin-

clude federal territory within the states (40 U.S.C. 290).

~ V.. Lieberman,

In Capetola v. Barclay White Co., 139 F.2d 555, cert.

denied 321 U.S. 799 (194L), that statute was held to make

the State act opeérable as to injuries to contractor em-
ployeces on federal property, even without formol adoption
of the federsl act by the State legislature. See Wallach
219 F. Supp. 247 (D.N.Y. 1963).

In most instances, the workman's compensation acts, by
their own terms, prohibit any attempts to obtain waivers
or releases of the statutory benefits (58 Am. Jur., Work-
men's Compensation, 849). Such prohibitions are valid.
Alaska Packers Association v. Industrial Accident Commission,

294 U.S. 532.

attempted waivers would be invalid as being cgainst public
policy. 58 Am, Jur., supra; Carpenter v. Globe Indem. Co.,.
65 R.I. 194, 1L A.2d4 235. A

If there are participants or observers in the forth-

" coming hazardous tests who might possibly not be covered

by F.E.C.A. or workmen's compensation, we should not attempt
by waiver to deprive them of the relief that Congress has ‘
provided in the Federal Tort Claims Act (28 U.S.C. 1346,
2671-2680). Of course, the Government's liability under
F.T.C,A. is limited to damages caused by the negligence of

. its employees while acting within the scope of their employ=-
nent (28 U.S.C.

1346(b)). Also, the Government has been

-~ held not subject to absolute liability for damages arising

" from extra-hazardous activities.

346 U.S. 15; Strangi v. United States, 211 F.2d 305.

NASA, however, has the suthority under section 203(b)

Dalehite v. United States,

PAH

And even in the absence of express prohibition,. s

(13) of the Space Act %o settle claims not exceeding $5,000

against the United States for bodily injury or death re-
sulting from the condyct of the Administration's functiongs,

* and the authority to report meritorious claims over $5 ,000

to Congress for its consideration. We have interpreted
this provision to permit equitable consideration of such

claims without incorporating traditional negligence concepts .

Y v
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such as contributory negligence or assumption of risk.
It is conceivable, therefore, that a situation might
arise where NASA would be able to use section 203(b)(13)
to settle a claim arising from a hazardous experiment,

~especially if other avenues of recovery were foreclosed.

3. Hold-Harmless Agreements

Contractual provisions under which a contractor would
agree to hold the Government harmless seem inappropriate
in the area of hazardous operations. As mentioned above,
the Government's liability'under the Federsl Tort Claims
Act is limited to negligence, and we question whether any
attempt shomld be-made to modify such liability. The pos=
sibility of recovery by a contractor's employee from the

Government is further lessened by the general rule that

.the prinicpal employer is not z‘esponsible for the negli-

gence of its contractors of subcontractors. See Wallach
v. United States, 291 F.2d 69 (24 Cir. 1961), in which an
employee of a painting contractor sued the Government t0
recover for injuries sustained when a scaffolding con-

- gtructed by the contractor in a post office collapsed.

The Court denied recovery, holding that the Govermment
was not liable for the negligence of the independent
contractor (ids at 69-70).

Recently, that principle was reaffirmed by the U. S.
Court of Appeals for the Second Circuit. It held that the
United States cannot be held liable under F.T.C.A. for in-
juries suffered by AEC contractor's employees from an ex-
plosion at the contractor's plant since the AEC's authority

to supervise contractor's safety procedures is discretionary

rather than mandatory. Blaber v. United States, (2d Cir.

Situations mey arise, of course, where the Government
will be liable to contractor employees, but, if so, the
Government should not attempt to contract out of its lia-
bility, The same principle applies to requiring insurance

4

carriers to waive their right of subrogation egainst the °* -

Government.
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Instead of attempting to limit Governmental liability,
the question now being studied is whether the Government
should indemnify contractors against the risks of cata-
strophic accidenfs resulting from its programs or other-
wise assume the risks of such accidents. The trend seems
+o be toward the Govermment's assuming a larger share of
the risk arising from its programs, rather than toward a
1esse'ning of Govermmental liability.

Tt may be that these rather general observations do not
answer the specific question you had in mind. If not, or
if you desire more advice on a particular aspect of the
problem, please let us know, and we will ber happy to give
further assistance.

0 "orig sgd by" .

. Paul G. Dembling
. Deputy General Counsel
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. S .5 Moffett -noia, Cadifornia f
R s S . June 6, 1966},"
o .\ MEMORANIUX for Chief, Simulation Sciénces Division™ G . Y i
. ‘b, RS : & .' e .'. "
.o l’ *"; 6ubJoctt Medical Safoty for Motion Binulators: NIRRT

\ SRR 1. With roforonce to owr informal discussions on this: aubJed%, .,

nie

o I havo enclooed soveral pertinent articles ooncorning guidelineo ond
o b i rocormendad procodurcs fox tho handling of human subjocts as volun=
“ M. 7. tecers for exporimental procedurcs at Amoss In genoral, I think & -

¢ 1. theoo comments are portinent and acceptable; the central struature ™
LRI » of these recommendatlons 18 based on adopted and precently used proe:’;
.. 1" pogals by the Army and University of Illinois concerning the uso.of-

BN v yoluntcers aa subjeots of rescarch, I would recommend that & pro-. . -
" i rh posal oimiler to that-drawn up by Dr. John Greenleaf be formulated
: 0 * Jointly by the senior medical officer in your Division, you and mo, -
: \ "end then submitted to tho Director. - i . ,

(M2, I recommend that both engineering and modical guidelincs be
RS . formally drawn up for all simulators which will carry humans. Such
i* i » @& syllabus would formally summorize the previous experience at Ancs
- “i*.4%'when humans have been uscd as test subjects and would act as a rough '
© .47 reference for Judging future proposed programs on these simulators.
.+ 0,4 Furthermore, ouch guldelines would also be useful as a background

L]

/.7 upon vhich similer information from Brooks, Wright-Patterson, l{mnécl__';‘".,;.:

s " ' Spacecraft Center or Johnsville could be judged. I 4o not feel that:
S . steady oy sustained progress can be accomplished in thin fleld 4if

4.0 iy such guidolines are mot avallable, To dato, each problen has been -7Vl
" wi'' . handled individually without amassing & documented histoyy of past .. )"

j-" e + . performance., Lastly, it will be necessary to bave these pleces of

’

'Y information to train future physicions as medical monitors. o

investigators, the numbor and caliber of proposed experiments involve.
'; ing humon subjects on the motion simulators will increase. It is to
\'ﬁ)“ . be expected that proposed oxperinents will increaose in complexity

*.% - since many physiologlie experiments have been conducted on centrifugea’
. ower tho past 30 years, with the result thad many of the easy or
. simplo tects have alrecady dbeen accomplished. 6Since Ames will own one.:|
~ of the most modern ond sophicticated simulators in the history of

e
: O E L 3. As "the' Life Sciences program continues to grovw and attract

npoea within Ames to sotisfy medical-lesn) responsibilities for presently ;.
i ", proposced experiments, but, more importantly, for experiments proposed :;
.. """ 4n the noar and @istant future/] I cannot stress t00 strongly that - < e
‘i--. " whatover the mochaniem is fox gotiafying these needs, it ghould alao '~

allow. freedom for tho investigators A Absolute safety

LR
U
- .
L

T
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L0070 tnde research arca, it should be clear that mechaniems must be cot up XN
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sole ochctivc in theoe cases if theco devicos are to be used for .

‘, not agree with the suggestion put forward by Mr. George Holden in !

' . regponoibility of dociding the eriteria for medical safoty in the-
" hands of an outside group. I feel that this muot be done by o

' have had previous experienco in thesc areas (I recommend
. and a.ccoptablo to have tho individualos mentioned in Itcm 5 of ot ,"

.- the proponed rovicwing bosrd could then be incorporated, modified

L Board.

: -l,"'be covered on the oyllabua on medical sa.fetys
;i safe yrocodures, and AGARD biodynamics committee recomandations on

g oriteria for acceleration and safetys

conoent forns, pre- and post-run examinations, oriterie for oeloction"l
" of medical mnors, duttec ot’ mdical monitnro, obBe; - L R,

L R R N R

L

".-2'-'-»' ' " Juno 6, m66

experimentation. Bome compromise must be reached in oach cace
botween the risks involved dnd the objectives to bo gained. X do-

his memorandum to the Director dated'May 23, 1966, for placing tho'~=

compctent group in-house, preferably by those investigators who

Dr. John Billingham and mysclf in this regerd) er havo been scnior i,
investigators for programa using thece devices. It would be loaicnl KX
Mr. Holden's memorandum xovicw or comment on o Joint proposal for “'
medical safety critoria written by the Biotechnology and Simulation
Scicncos Divieions. Comments, recormendations or sugggstions from .

or deloted from tho origilnal safaty propoao.l by the Medical Mvisory i

4, I would like also to rccommend and comncnt on the iﬁ&ivid'-

uals appointcd to the Medical Advigory Hoord. The duties and respone. .

cexyo _the dual purpose of defining the medical-lepal responsibilities

oibilities of this Board must bo clearly stated. The Board should l

of this Center for human volunteors as subjects for reccarch ond of .
deIIning the medical safety criteria and procedures to be used by all

'\, inveotigators and medical monitors whon using human test subjecta. ‘.-j'..
. " Acide from legal representation, thic ' committee must contain individe'"
" . uals with ‘specinlized and personal exporience in elinical rescarch,
+ A Ph.D, degree does not satiefy medicdl-legal requirements, Only - i
‘M.Ds's with at least two years of clinical experience and, preferably’:
‘those individuals with personal experience with motion aimule.tora, ‘.‘;I:-Jf
. should bo chosen. ."The Board should include at least three M,D.'s of:'
.+i;. this caliber and be sufficiently flexible to include or replace | ' - ‘..-.e,.f
© ' oppointed individuals by peraonnol with more depth of experience when
;% the occasion ariges, ’ o L

' ‘.-Ia

De Fino.lly, I woula 1ike to suggest that tho following sub.jects.

v a. Introduction - past history of divergenco i‘rom medieo.l.ur 5?-.?

.b. Past histoxy ot‘ medico.l eai‘ety nnd mnitorins ct Amoa. )

¢ Ouidelines for un'in& hwnons os ouhjocts Loy rosearch,
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: / i -':. L. S\mctiono of Medical Advloory Board, ite structuro, and
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i 8. Whot modical equfpment.chould be availablo, 1natrumento ;

TUgt . and drugs? Hhcro should thoy be' located? - Who caxes for thom? 'y

‘\ ' - he Detuiled liet of poasible ty:peo of omergonoiea and mm'"
y- oceduros’ for hnnd:ung each typo. S _

. s :
6., I wowld Vol.come the opportunity for further dincunoions on e

| O. "' thoso mattere. I'd hkn to aee an agroed nyatem go‘b otr tbe ppund _ g f:-'.‘.'

e ag so00n as POleDIOo . . 9 .
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APPENDIX #4

July 15, 1966

AMES LEGAL MEMORANDUM 1-66

SUBJECT: Use of motion simulation devices at Ames for
controlled human research

In his memorandum of June 6, 1966 to the Chief, Simulation
Sciences Division, Mr. Harold Sandler of the Biotechnology
Division pointed out inter-alia that-

"As the Life Sciences program continues to
grow and attract investigators, the number
and caliber of proposed experiments involving
human subjects on the motion simulators will
increase. It is to be expected that proposed
experiments will increase in complexity since
many physiologic experiments have been con-
ducted on centrifuges over the past 30 years,
with the result that many of the easy or
simple tests have already been accomplished.
Since Ames will own one of the most modern
and sophisticated simulators in the history
of this research area, it should be clear
that mechanisms must be set up within Ames

to satisfy medical-legal responsibilities

for presently proposed experiments, but,

more importantly, for experiments proposed

in the near and distant future.,"

At a meeting convened by the Director of Ames on June 17
ultimo, concern was expressed that advanced research in
motion simulation--perhaps in new and relatively untried
areas of investigation--may increase, perhaps unavoidably,
the array and degree of hazard to the human subject. If

the study conducted by Fraserl/ is apposite in describing
the type and quality of research to be undertaken at Ames,
then even a lay comprehension of the study, points to possi-
bilities through misadventure of serious injury to the

Codtr
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subject. As a consequence obvious questions of tort
liability emerge but apart from those questions there
exist the less obvious, but perhaps more important,
problems of '"preventive law'" involving the discernment

of ethical and juridical standards which govern controlled
human research., Before discussing those standards as well
as apparent questions pertaining to tort liability, it may
be useful to explore the distinctions made by legal com-
mentators between "experimentation" and "human research,"

1, Differentiation between "experimentation' and "human
research"

While the courts have not sought to strike meaningful
distinctions between "experimentation' and "human research,"
the former term has been considered in the narrow milieu of
the physician's care and concern for his patient, and, in

this limited context, falls within the realm of malpractice

if such care and concern are wanting.2’ Landmark cases in

the law are regrettably confined to this concept of "experi-
mentation,” and as a result the use of this term, according

to legal commentators, has been obscured, if not misconstrued,
by the courts for the past two centuries.3/ In contradis-
tinction to the case law concept of "experimentation,'" "human
research" comprehends an investigation or observation by a
professionally trained biological or medical scientist om,

or involving the use of, human beings healthy or ill primarily
for the advancement of knowledge rather than for the benefit
of a patient. Human Research, therefore, connotes the use

of a human being as a subject rather than a patient.

Obvious legal implications flow from the distinction between
"experimentation" and "human research." 1In formality of relation-
ship the research situation usually calls for a more

explicit, probably written, understanding between the parties.

In the Doctor/Patient relationship, on the other hand, the

patient usually accepts, within his experience, the conduct

of the physician without expecting, or receiving, except for
surgica&/or other procedures, a form evidencing consent or
waiver .~

ot
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To the extent that differing implications exist between
"experimentation' and "human research' coupled with the

fact that the former term, from time to time, has been
linked by the courts with ineptitude and misconduct by
physicians and imposters, perhaps the term "experimentation"
should be avoided where conveniently possible in the formu-
lation by NASA of procedures and regulations governing use
of manned motion simulation devices.

2. Protection of subjects in controlled human research

According to legal commentators, when the subject of
physiological or psychological investigation is a "non-
patient," the investigator enters areas covered by the
"Nuremberg Code "2 Though formulated as a result of an
ultimate in human depravity, the "Nuremberg Code for
Permissible Human Experiments'" remains today the most

highly publicized and carefully developed set of precepts
specifically drawn to meet the problem of controlled human
research. Provisions of the Code are extensive and require
no protracted discussion here.%/ 1t is enough to conclude,
however, that although this document forms no part of the
statute law, a disregard by an investigator of the standards
set forth in the Code would seem to be of substantial pro-
bative value ,in the assignment of criminal or civil liability
by a court.l

Presumably the procedures followed by Federal agencies for
safeguarding the subjects of human research extend beyond

the Nuremberg Code, In this connection there is attached

in Tab A for study by Ames management the draft, of a pro=-
posed regulation by the U.,S. Public Health Service for
safeguarding subjects of clinical research. The comments

of Mr. Edward J. Rourke, Assistant General Counsel, HEW
accompany the proposed regulation, Parts of the draft may
provide some basis for the formulation by NASA of agency-
wide standards governing controlled human research. In view
of the fact that controlled human research has been undertaken
by NASA at other field installations in addition to Ames I
submit that the formilation of procedures and standards for
the protection of subjects should be instituted on an agency-
wide basis,

SR
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3. Requirement for "Informed Consent' of the subject in
controlled human research

The gravamen of the Nuremberg Code is the voluntary informed
consent of the subject. As stated by the commentators--

"The voluntary consent of the human subject
is absolutely essential, This means that
the person involved should have legal
capacity to give consent, should be so
situated as to be able to exercise free
power of choice, without the intervention
of any element of force, fraud, deceit,
duress, over-reaching, or other ulterior
form of constraint or coercion; and should
have sufficient knowledge and comprehension
of the elements of the subject matter
involved as to enable him to make an under-
standing and enlightened decision. This
latter element requires that before the
acceptance of an affirmative decision by
the experimental subject there should be
made known to him the nature, durationm,

and purpose of the experiment; the method
and means by which it is to be conducted;
all inconveniences and hazards reasonably
to be expected; and the effects upon his
health or person which may possibly come
from his participation in the experiment.
The duty and responsibility for ascertaining
the quality of the consent rests upon each
individual who initiates, directs, or
engages in the experiment,"Z

While consent in any fully informed sense may not be
obtainable in every situation it remains the goal toward
which the investigator must strive for sociological,
ethical, and clear-cut legal reasons.2/ If the hazards
of the research are not known to the investigator then
this fact should be stated to the subject.

(e
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Cogent reasons for requiring a writing as evidence of the
informed consent of a subject are contained in the comments
of Mr. Edward J. Rourke, Assistant General Counsel, HEW
(Tab A). With respect to written forms for evidencing
consent there are attached in Tab B for study by Ames
management, the drafts of specimen forms and accompanying
instructions prepared by the Chief Counsel and others at
the NASA-Manned Spacecraft Center for use at that installationm,
An adaptation of these instruments for use at Ames appears
feasible. However, I do not recommend use of the '"Short
Form'" as proposed for MSC, nor do I recommend that forms
for Government employee subjects differ from those to be
used by other persons, To the extent also that the
enunciation of procedures governing controlled human
research is of agency-wide interest, 'consent forms"
proposed for use at any NASA field installation should,

in my opinion, be submitted to the General Counsel of

NASA for study and approval.

Irrespective of any form which is devised or adopted, the
document remains at best a statement which only evidences
consent and understanding, It seems useful therefore to
emphasize the admonition by commentators that--

""Statements regarding consent are meaningless
unless one knows how fully the /Ruman subject/
was informed of all risks, and if these are
not known, that fact should also be made clear,
A far more dependable safeguard than consent

is the presence of a truly responsible

investigator,"lU/

4, Omissions from, and sufficiency of, ''consent forms"

To comport with established NASA policy 'consent forms"
must not contain statements requiring the subject to waive,
or otherwise release, rights against the Government, third
parties, or individuals in the event of misadventure. This
policy was disclosed to Ames management in a letter dated

[27]
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April 5, 1961 from the NASA General Counsel to Mr. Arthur B.
Freeman. In this letter the General Counsel asserted:

"Since we are advised that the centrifuge
tests are conducted in furtherance of the
Government's approved space program, as a
matter of policy, it would seem inappropriate
to seek release of the Government at the
expense of those participants who are con-
tributing beneficially to the Government's
program,"

Apart from the interdictions of agency policy the type of
waiver or release described above is, in my opinion, of
doubtful legal validity.

With respect to the legal sufficiency of the "consent form,"
a failure by the research investigator to obtain from the
subject informed consent based on full disclosure may result
ironically in barring the uninformed subject from asserting
a claim against the United States under the Federal Tort
Claims Act. For example, if, in order to prevent undue fear
or alarm, the investigator suppresses or withholds from the
subject a fact necessary to form the basis of intelligent
consent such suppression or withholding under the laws of
California and certain other jurisdictions would doubtless
fall withi? the purview of the statutory definition of
"deceit."-/ Since under provisions of the Federal Tort Claims
Act as set forth in 28 U.S.C. 2680 (h), a claim based on
deceit or misrepresentation is not actionable against the
United Stateslﬁ/ the injured subject might conceivably be
denied the only adequate remedy at law for receiving com-
pensation commensurate with the extent of his injuries,

A similar unsound result might occur if, through lack of
informed consent by the subject, the injuries which he
sustained were construable under contemporary local
standards as arising from a "battery" rather than through
the negligence of an officer or employee of the United
states.l3/ I must conclude, therefore, that a well-conceived
and sufficient statement evidencing the informed consent of
the subject would inure as much to his benefit as it would
to the scientific investigator and the Government.
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5. Sanctions, remedies, and compensation

Discursive memoranda have been prepared by the NASA office
of General Counsel and by the Office of Chief Counsel,
NASA-Manned Spacecraft Center which respond to questions
concerning civil liability, administrative settlement of
claims, and the application of workmen's compensation

laws in situations where, as here, controlled human research
by NASA may prove hazardous to the human subject. These
memoranda are contained in Tab C. To summarize portions

of their contents:

a, Provisions of the Federal Employees Compensation
Act, 5 U.S.C. 751 et seq. furnish an exclusive legal
remedy with respect to officers and employees of the
United States, other than military personnel,
injured or killed in the performance of duty.
Persons in the Armed Forces are covered by various
military compensation acts which are also exclusive
in terms of legal remedy provided.

b. Persons not within the ambit of the federal
compensation acts as described above may sue the
United States in tort for damages if the negligence
of an officer or employee thereof caused, or con-
tributed to, injury or wrongful death. With
statutory exceptions not applicable here, the
assertion, or recovery, of a claim against the
United States under the FTCA does not bar the
institution of suits against individual Government
employees connected with the incident giving rise
to litigation against the United States. A
plaintiff, moreover, could sue the individual
Government employee alone without choosing to sue
the United States at all., Although the U.,S.
Department of Justice customarily provides counsel
to defend suits against Government employees which
arise from official actions in the course of
employment, this accommodation by the Justice
Department does not mean that a judgment against
the individual employee involved may be paid by
the United States.
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c. Section 203 (b) (13) of the National Aeronautics
and Space Act of 1958, as amended, 42 U.S,.C. 2473,
provides administrative authority for NASA to

settle and pay claims not exceeding $5,000 for
bodily injury or death, and provides also that

NASA may recommend to Congress the payment of
meritorious claims in any amount.

d. Employees of NASA contractors are protected
by state workmen's compensation acts which
provide statutory compensation for on-the-job
injuries whether or not fatal. These statutes
have been enacted by all States of the Uniom,
and Congress has extended the application of
these laws to territory within the confines of
a State but under Federal jurisdiction.l&

Apart from the civil sanctions and remedies mentioned above,
extraordinary sanctions including those of a penal nature
might be exacted against the lax scientific investigator
who is culpably negligent or wantonly reckless in the con-
duct of human research. Where criminal liability is at
issue the informed consent of the subject, though obtained,
would ordinarily be immaterial in averting prosecutiom.

For physicians involved as investigators or collaborators \
in controlled human research--including physicians employed
by the Government--sanctions such as suspension or revocation
of the license to practice medicine may be exacted by the
authorizing State if there has been a failure by the
physician to obtain the "informed consent of the subject.,"

As disclosed in_a recent proceeding in New York against

two physicians,li the quality of the informed consent to

be obtained is identical to the legal standard which has

been discussed in preceding paragraphs, Thus, in suspending
the physicians involved from practicing medicine, the New
York licensing authorities asserted in the opinion of the
case there considered that--




"No consent is valid unless it is made by
a person with legal and mental capacity to
make it, and is based on a disclosure of
all material facts. Any fact which might
influence the giving or withholding of
consent is material,"

6., Miscellaneous

At the meeting convened on June 17 by the Ames Director

the question was asked whether graduate university students,
in addition to government and contract employees, may be
used as '"volunteers" in human research, the connotation of
the word '"volunteer' as meaning a person who provides
services without compensation or other legal consideration,
Although legal arguments may be made that the use by NASA

of such services under the circumstances indicated would
not constitute the acceptance of ''voluntary services"
within statutory prohibitions,l_ I recommend against the
acceptance by Ames of the 'voluntary services" described,
Apart from receiving no compensation from the Government

the graduate students here involved would probably not
qualify as recipients under state workmen's compensation
acts or federal compensation acts. 1In the event of their
injury I perceive serious problems for the students and
Government investigators alike in the absence of a suitable
authorized contractual arrangement providing for the payment
of money. In this connection a very recent decision by the
Comptroller General (B-158690 of 26 April 1966) discloses
that services from persons to be used in human research

may be obtained through an "independent contractor relation-
ship rather than an _employer-employee relationship." In my
opinion the negotiaéﬁon by Ames of such a "non-personal
services contract" should be with the University involved
rather than with individual students.

In response to other questions which were raised, in my
estimation liability against the Government and individuals
would not vary or be affected materially if injury to a
human subject were caused by the inept operation of, or

P. 55
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malfunction in, the test equipment rather than from hazards
implicit in the nature of the experiment itself. If
inherently defective test equipment were the proximate
cause of injury then the subject might elect to sue the
equipment manufacturer, but this election would in no way
extinguish rights, otherwise available to him, to assert
claims against the United States, individual Government
employees, or both,

J. Henry Glazer
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CoOPY

Mr. Robert T. Hollinger June 15, 1966
Legislative Legal Liaison Officer,

Edward J. Rourke
Assistant General Counsel

Research--Clinical~-Conducted at PHS facilities--Proposed
criteria PM-1000 PK-2000 PB-7000

We welcome the opportunity to review and comment on the
proposed issuance by the Bureau of Medical Services (draft
of May 6, 1966) of the policy to govern clinical research
conducted at the Bureau's facilities, We have given special
attention to paragraph 4 (b) of this draft, setting forth
the criteria to guide PHS committees that will review pro-
posed projects using human subjects, since what is being
dealt with at this point are the conditions that bear
directly on legal liability., Special attention is also

due this portion since it is likely that the practices of
the PHS in its own facilities will have considerable sig=-
nificance to institutions elsewhere that conduct clinical
research with Federal grant support since they are governed
by the same general policy of the Surgeon General.

As the result of our review we have prepared and attach a
redraft of paragraph 4 (b) that we think covers all the
elements covered in the draft of May 6 and in addition is
in accord, with one exception, with the comments by

Dr. De ashmutt dated May 12.

Regarding Dr. De ashmutt's comments, we agree with him that
with the exception of minors and the mentally incompetent,
personal benefit to the individual subject is not necessarily
required if he freely chooses, upon full information, to
"join the team" and participate in an investigation. We

also agree that to require no "danger" to the subject at

all is hardly realistic, and we know of no compelling legal
reason why competent and informed individuals may not freely
choose to undertake reasonable and limited risks for the
benefit of medical research,

- dar i
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The one aspect which we have retained from the original
draft, but which Dr. DeLashmutt questions, is the require-
ment that consent of the subject be in writing. We strongly
urge its retention, not to replace the need for good oral
understanding between subject and investigator, but because
proof of consent is vital to the legal basis for the entire
participation and proof of consent will be either difficult
or impossible if there is no written consent signed by the
subject,

In this connection, first, there is always the risk of
misunderstanding of what was said and what the alleged

consent covered. Second, recollections later (particularly

where consequences take an unexpected turn) are notoriously
unreliable even assuming the best intention., Finally, if
the subject should die for any reason, testimony as to what
was orally exchanged may not under many State laws be
admissible at all, with the result that there will not be
on the "record" any evidence of the subject's consent. In
this posture, liability is practically automatic for any
harm arising from the investigation.

P.

We can assure you that written consent need not be a formidable
obstacle., Well conceived projects require time to be developed

and put into operation, and we doubt that any additional time

will be required to prepare and execute a consent form,
Although from a legal point of view the consent form should
be explicit as to what is involved, we would certainly urge
that, if this be considered not feasible, a summary consent
form is better than none at all.

We will be glad of course to participate in any discussions
of our redraft or of further developments.

Attachment
EJRourke:bb

cc: Mr, Willcox
Dr., Guthrie
Dr. Allen
Dr. Nilmar
Mr. Murtaugh
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Bureau of Medical Services--Clinical Research Re Draft
(Attachment to memorandum 6/15/66 - Rourke to Hollinger)

4., ...

b. The field and headquarters research committees
shall take cognizance of the following criteria in their
review of research proposals which involve human beings:

\ (1) The investigation must have an anticipated value

| or benefit to mankind that outweighs the risks involved to
the human participants. In no event shall the investigation
knowingly or deliberately involve undue physical or mental
discomfort or the likelihood of death or of permanent
injury or incapacity.

(2) Each human subject shall have a completely free
choice to participate or not participate in any investigation
and a free choice to terminate his participation at any time
during the investigation.

(3) No human being should be accepted for any
investigation unless:

(a) He has first been informed of the kind or nature

of, and the reasons for, the treatment or pro-
cedures to which he will be subjected and of

the known and possible hazards, disadvantages and

e e e e e e
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discomforts involved both during and following
his participation; and

His consent to participate is reduced to writing
and is in ;;ch form as will indicate on its face
that he has been fully informed of, and

voluntarily accepts the risks involved.

If the human subject is a patient who has been

admitted for treatment by the Service, he shall not be

permitted to participate in an investigation unless either:

(a)

®)

The investigational procedure has no relation to
the illness for which he is under treatment and
his participation will have no adverse effect

on the course of his illness or its treatment
either by interfering with, postponing, or any
other way affecting, his progress and the
standard or customary course of treatment; or
The investigative procedure is intended and |
designed to improve the condition for which he
is being treated and he is fully informed of his
right either to reject or refuse the treatment

or procedure under investigation and to receive

P.
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the standard or customary treatment, or to elect
in writing to accept the treatment under
investigation.

No subject may participate in an investigative

procedure unless:

(a)

(®)

(6)

He is mentally competent and has sufficient mental
and communicative capacity to understand his choice
to participate; and

He is 21 years of age or more, except that if

the individual be less than 21, he may participate
in a procedure intended and designed to protect

or improve his personal health or otherwise for
his personal benefit or advantage if the informed
written consent of his parents or legal guardian
be obtained as well as the written consent of the
subject himself if he be mature enough to
appreciate the nature of the procedure and the
risks involved,

Both appropriate staff and equipment resources

must be available at the place the investigation is to be

conducted to give all possible aid and treatment in the

event the human subject suffers an accident or an adverse

reaction while participating in, or as a consequence of, the

investigation,
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(7) The investigation must be conducted only by
investigators qualified by scientific and medical training
and experience to conduct the type of study involved and
having the competence required to protect the well-being
and safety of the subject; they and their subordinates
assisting in the investigation must also be knowledgeable
of the possible reactions and how to cope with them.

(8) Immediate reports of any untoward events harmful
to participants and arising in the course of the investi-
gation shall be made by the investigator to the review
committee for the project involved; such committee shall
retain responsibility to terminate any investigation if the
risks developing appear to outweigh potential benefits or
where, for any reason, further conduct of the investigation

is not considered justified.
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United States Government
MEMORANDUM

Date: November 18, 1965

TO : EA2/Manager of Systems Test and Evaluation
Attention: Mr. J. R. Baker
FROM : AL/Chief Counsel

SUBJECT: Test crewman forms
As requested, and after review of several forms suggested by inter-
ested MSC elements, we attach drafts of forms for the above purpose.
| The longer form is based on the assumptions noted below, and will
deserve modifications to the extent that these assumptions may not be

correct, The clauses of the longer form are discussed first below.

Alternatives for modifications

1. On the back or reverse side of the form there is a "NOTE" of
suggestions or instructions for use of the form, designed to serve as
a convenient reminder of the requirements for its use. Whether such
instructions are advisable probably depends chiefly upon the extent to
which the requirements are spelled out in other rules and kept in mind
by everyone concerned,

2., As drafted, the instructions, the form for employee signature,
and the medical opinion statement are designed for multi-purpose use;
i.e., to cover service in space environment simulation chambers, riding
on the centrifuge, or work in or at other facilities where good physical
condition is important or the hazards are somewhat unusual, This
approach makes the papers as now written more lengthy, and it may be
feasible to simplify them by limiting particular forms to simulation
chambers or other particular facilities,

3. As worded, the papers undertake to cover exposure prior to
specific work applications, e.g., exposures in training and practice.
They also undertake to cover activities at other locations as well as
at MSC.

4, The words used to identify the types of service to be performed
should be scrutinized to assure that they are suitable for that purpose,
when considered in light of any pertinent contract provisions, job
descriptions or other definitive writings, and job assignments.
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5. As now worded, there is a statement by the employee dealing
with his own physical condition. This was included in case there may
be substantial risk that a particular employee has become aware of some
material physical condition subsequent to his last medical examination.
It could also be included in case there are certain facilities for
which a medical examination may not be required, but it would be desir-
able to know if the individual knows of any physical condition which
might make his work in the particular facility unusually risky for
him or for others.

6. The form includes a statement by the individual that he does
not intend to release or waive any employee compensation or workman's
compensation rights provided by his employer. Such a statement is not
considered necessary so long as there is no question as to the service
being within the course of and the scope of the employment; however,

its inclusion may provide some reassurance to individuals signing the
form,

7. The form does not incorporate any attempted waiver or
release of rights against the Government, other third parties or
individuals, in case of accident which may be thought to have been
caused or contributed to by someone other than the injured individual,
As you will recall, the factors against or favoring any such attempted
waivers or releases have been explored and identified previously.
Among the factors against were the Federal policy reflected in the
Tort Claims Act, doubtful enforceability, etc.

8. It is assumed that in each instance the individual employee
will have received any advisable preliminary instruction, training or
practice before being permitted to work under the conditions of concern
here, and that it might be well to have him indicate this and also be
given an opportunity to ask any further questions before he signs the
form,

Other points

In addition to the above points as to which some variation in the
papers might be necessary or desirable, there are several additional
points which we think should be reflected in the forms substantially

as in the present drafts,

a, It would be highly desirable for the papers to reflect the
decision or opinion of a supervisor to the effect that the activity
of the employee is considered in the course and in the scope of his
employment, in addition to also having the employee indicate his
similar understanding, The supervisor rather than the employee is in
the best position to decide this and to do it authoritatively, and as
a matter of record. Of course there should not be anything inconsis-
tent with this decision or conclusion in the pertinent job description
of the individual,
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b. There are potential disadvantages to use of the words
"certified" or 'certification" in this connection., According to our
layman understanding, neither the medical expertise of the examining
physician or the equipment and processes relied on in making the medical
examination and reaching conclusions as to the results can ever assure
against latent physical weaknesses or deficiencies, nor can the physi-
cian ever be-assured that the individual being examined has remembered
or disclosed all symptoms. If this is so, it may be illogical to have
the physician "certify" that the individual is physically qualified
for particular purposes. Instead, we feel it should be adequate and
appropriate for the physician to indicate that a physical examination
was given on a particular date, and give his expert opinion as to
whether or not the individual is qualified for a particular activity.
The physician should of course also have had an opportunity to know
of the conditions to which the individual is likely to be exposed.

Somewhat similarly, it seems preferable for the supervisor
to approve the work assignment for the employee, rather than to "certify"
something about it. In general, it is best for a statement which is
a matter of opinion or judgment to be expressed in the form of a con-
clusion, approval, or finding, rather than as a certification of fact,

c. As drafted, the papers may be suitable for use by contractor
personnel as well as government employees. We have undertaken to
include language at one or two points that appears consistent with
both the Federal Employees Compensation Act and also the Workman's
Compensation Act of the State of Texas, However, a contractor might
conceivably have reason to prefer somewhat different language for use
by his employees, and which might not be objectionable from a NASA
standpoint,

d. A form prepared in the Personnel Division (Mr. E. R.
Strickland) covered the supervisor's finding as to the work being with-
in the scope of employment, and evidently anticipated that the form
would be filed in the personnel folder along with the medical statement.
If the employee form is to be used on a one-time basis, but the medical
examination will be given at least annually, there is a question as to
whether the medical statement should be on a separate piece of paper
from the employee form, and whether the periodical medical statements
should also be filed in the personnel folder.

Short Form

Also enclosed is a shorter form of a employee statement. This is based
largely upon forms suggested by Dr. Hawkins, and another by Mr. Hinners
and Mr, Stickland. Recognizing the desirability of having a form as
succinct as feasible, we should consider whether this form is sufficient,

Coen s
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or would serve better if incorporating some or all of the longer

form, based on the points and comments dealt with in paragraphs 1-8
and c, above, Several modifications have been added, based on points
a. and b, above, As to Civil Service personnel at least, some con-
clusion is required as to whether the indication of "volunteer" should
apply only to service as a test subject,

Please let us know of any further assistance that we might afford.

N &,x/

/3. W, ould

cc:

AC/Special Assistant to the Director

AH/Chief of Center Medical Programs

AM/Chief, Center Medical Office

AMS/Chief, Environmental Medicine

AM4/Chief, Occupational Medicine Branch

ES/Chief, Structures and Mechanics Division
EC4/Chief, Systems Test Branch

BP/Chief, Personnel Division, Attn: E.R. Strickland

AL:JWOuld:mh 11-18-65
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IMPORTANT: Read reverse side before signing

(Date)

I agree to participate in work in test facilities for human or
equipment testing, or both, and evaluation of various types of spacecraft,
life support and other systems, subsystems, components, experiments, or
related equipment or facilities, at reduced atmospheric pressures and
under simulated space conditions, in connection with my work at the NASA
Manned Spacecraft Center, Houston, Texas. This includes service as a
trainee, observer, operator, or otherwise as a test crewman as may be
required; training and practice for tests; and service at facilities of

| the NASA/MSC Center and other Federal agencies, firms or institutions.
‘ I volunteer and agree to perform duties as a test subject as a part of
| my employment,

There has been explained to me and I understand the test operations
and hazards involved; except as follows:
(if no exceptions, employee

should so state)

In making the foregoing statements I do not intend to release or
waive any employee compensation or workmen's compensation rights pro-
vided by my employer.

To the best of my information, knowledge and belief I am in
excellent health and physical condition and am not subject to any kind
of heart disease, high blood pressure, or other ailment, except

(List all; if none, so state)

Approved, Considered within the
course of and scope of employ- (Employee)
ment of the above individual,

(Date)

(Chief, Division,
MSC)

or

(Signatuye and title of supervisor,
if contractor employee)
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MEDICAL OPINION

Mr, , an employee of

, was given a physical examination

is
on and is not considered physically fit to

perform duties, including preliminary training and practice and work,
including duties as observer, operator, or otherwise as test crewman
(Subject) for human testing and evaluation of equipment, facilities,
components, or other items to be tested in facilities of NASA Manned
Spacecraft Center at Houston, Texas, and comparable facilities of other
Federal agencies or industrial firms, in connection with such duties

in environmental simulation chambers at less than ambient pressure or

riding on a centrifuge or

(List other facility or equipment, if any)

Chief,
NASA Manned Spacecraft Center

(Date)
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DRAFT

(For Reverse Side of Form)

NOTE: Individuals will not be permitted to perform duties inside of
environmental simulation chambers at less than ambient atmospheric

pressure, or ride on a centrifuge or work in

(List other facility or

s exXcept on a voluntary basis, whether for purposes

equipment, if any)

\ of training and practice or to perform any work, including that as
subjects, observers, or operators; and will be subject to the safety
procedures and requirements developed and implemented by MSC and
required of all personnel in similar work.

Before an individual is permitted to sign the statement on
reverse side, it should be ascertained that he has received instruc-
tions as to the operations and hazards involved and what he should or
should not do for safety reasons, and has had any required practice or
other training; and he should be given an opportunity to ask any further
questions desired;

A medical examination, and medical opinion that the individual
is considered physically qualified to participate in human testing
and evaluation with the facilities or equipment to be used, dated
within not more than one year from the date of such participation,

is a minimum requirement in all cases.
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United States Government
MEMORANDUM
C/Mr. Paul Dembling, Deputy General Counsel Date: June 20, 1966

NASA Headquarters

AL/Chief Counsel
Manned Spacecraft Center

legal aspects of hazardous experiments, etc,

Reference your memorandum of July 14, 1964, to me on the above subject.
It was very useful,

Subsequently I undertook the identification of related problems, including
attention to Texas law. The results were reflected in a draft memorandum
of 6-10-65, copy enclosed. This was used for working purposes, although
never completed in polished form, Advice on use of forms for employees
was given locally in memorandum of November 18, 1965, copy enclosed,

A contractor's insurer was disinclined to cooperate, and the Government
and its employees were not covered as additional insureds.

As the enclosures may be of possible interest elsewhere, copies are
distributed as indicated below.

W. Ould

A&/W

cc: w/enclosure

s/G/Mr. J. Henry Glazer, Office of General Counsel, NASA Hgs.

Mr, W, E, Guilian, Chief Counsel, Marshall Space Flight Center
Acting Chief Counsel, Lewis Research Center

Mr. Charles M. Kearney, Chief Counsel, Goddard Space Flight Center
Mr, John P, Lacy, Chief Counsel, John F. Kennedy Space Center
Chief Counsel, Langley Research Center
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FA/Manager of Systems Tests and Evaluation

AL/Chief Counsel

Use of non-government personnel as test subjects or inside
lock observers

Reference your memorandum of May 4, 1965, subject as above, concerning
legal liability of specific individuals who will be directly associated
with the test activity, such as the Medical Officer, test conductor

and test director.

Since it is impossible to foresee all the possible combinations and
variations in circumstances under which personnel might suffer injury or

death due

to malfunction of equipment or human action or inaction or

other cause, or the subsequent circumstances as to treatment or assertion
of legal liability claims, the comments below are unavoidably general

in nature.

If you will advise as to any particular points on which

further advice may be desired, we will be glad to assist further. The
footnote references are available if needed,

1)

A. SUMMARY

State Workmen's Compensation arrangements provide a standard

of protection to contractor employees.

(2)
liable in
to the inj

(3)

For personal injuries during tests, the United States may be
"tort", if negligence of its employee caused or contributed
ury.

NASA has administrative authority to settle claims up to

$5,000; and may recommend to Congress the payment of meritorious claims
in any amount. Claims n?yhsettled may result in litigation and court

decisions,

C))
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Defenses not available to the.employer under Workmen's Compensa-

tion statutes may be available to others if factually supported; e.g.,
that the person injured was himself negligent; that the injury was caused
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by a fellow servant; or that the injured person voluntarily assumed the
risk of possible injury. Among the uncertainties on this are the novel
status of a group of personnel of different employers working under a
single test director and management.

(5) NASA employees conceivably could be faced with claims of damages
for negligence, along with the Government; or conceivably, in

litigation not including the Government.

(6) The Department of Justice customarily provides counsel to defend
actions against Government employees based on official actions in the
course of their employment., This does not guarantee payment of any
judgment that might occur against the employee., However, since the
Government would be interested, NASA might be able to use its settlement
authority up to $5,000 before litigation, or recommend to Congress the
settlement of a larger amount,

(7) Insurance carried by the contractor would afford substantial
protection if feasible for the United States and its employees to be
included as "additional assureds', In case no extra premium cost is borme
by the Government from this, the extended insurance seems to offer the
best protection available. If added premiums were called for, a problem
arises since the Government customarily acts as its own insurer and
statutory authority is needed for use of appropriated funds to pay for
insurance in favor of the Government or its employees, Availability of
no-extra-cost coverage should be investigated; if definitely unavailable,
further attention will be directed at the problem, Study on the latter
point will be continued,

(8) Having all individual participants sign acknowledgments of
training and recognition of risks may deserve consideration primarily as
a safety factor, It might also result in a basis for defense of claims
by persons other than the contractor. However, some labor-management
relations questions might occur. Other policy aspects may be involved.

(9) NASA medical personnel functions in connection with tests
appear appropriate.

(10) The participation by any contractor should be within the scope
of its contract work, and participation by any employee should be in the
course of his employment. Otherwise, the protection of the State Workmen's
Compensation Act may be unavailable to any of those concerned., Also,
even if an employee initially "volunteers" for the test work under NASA
management, his employer should give him explicit direction or instruction
to perform service in this way.
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(11) Corporate officers are not protected by the Texas Workmen's
Compensation statute. If they were to participate, exceptional lia-
bility risks would therefore occur.

(12) Texas law would not necessarily be controlling in all
instances, and comments here cannot be comprehensive as to all cases.
For example, if contractor employees normally stationed in another
state were temporarily assigned to the Houston Area for test purposes,
other statutes or court decisions might become applicable to liability
or compensation questions if such an employer were injured.

B. DISCUSSION

1., Contractors' insurance coverage; state workmen's compensation acts.

The employees of NASA contractors are protected by state workmen's
compensation acts, which provide statutory compensation for on-the-job
injuries. Such statutes have been enacted in all fifty states.l This
includes Texas.Z Congress has extended such state laws to include
territory within a state but under exclusive Federal jurisdictionm.

In most instances, the workmen's compensation acts, by their own
terms, prohibit any attempts to obtain waivers or releases of the
statutory benefits. Such prohibitions are valid. And even in the
absence of express prohibition, attempted waivers have been held invalid
as being against public policy.1 The Texas statute invalidates waivers.

From a policy standpoint, waivers might have the detrimental effect
of discouraging participation in the tests. Also, if an accident were
to occur, it could appear manifestly unfair for the burden of the risk
to be borne solely by the injured individual.

Compliance by cost-type contractors with applicable workmen's
compensation and occupational disease statutes is intended to be
mandatory under NASA procurement policy. The advantages of general
liability insurance for personal injuries or death are also recognized.

It is important that all contractors concerned have adequate
insurance arrangements., Also, it would seem advisable for control to
be exercised to assure that employees do not expose themselves to test
conditions otherwise than in the authorized course of their employment.

2, Potential liability of United States.

Under the Federal Tort Claims Act5
of the United States, in general, for damages caused by the negligence of

Congress has provided for liability

[ 13 pe
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its employees while acting within the scope of their employment,

The protection afforded a contractor employee (or the personal
representative or dependents of a deceased employee) from claiming
damages from a third party whose negligence caused injury or death.
Under the Texas statute, a negligent third party may face a claim
from either the injured employee or from the association which paid
compensation to him, and the amount of the liability is not limited
to the amount paid by the association to the employee.

3. Methods of settlement of claims against United States.,

NASA has authority under section 203(b)(13) of the Space Act to
settle claims not exceeding $5,000 against the United States for
bodily injury or death resulting from the conduct of the Administra-
tion's functions, and the authority to report meritorious claims
over $5,000 to Congress for its consideration.

Claims not disposed of under section 203(b)(13) would ordinarily
be tried in a Federal court, with Department of Justice attorneys
serving primarily as defense trial counsel,

As with respect to litigation in other matters, claims and liti~
gation are sometimes settled prior to final court decisions where the
questions of liability or amount of damages are uncertain and a
reasonable compromise is feasible; however, it is not within the dis-
cretion of NASA to settle claims in litigation or in excess of $5,000,

4, Possible defenses by United States.

A third party against whom an employee's claim is asserted may
offer certain defenses, when supported by the facts, that are not
ordinarily available to the employer himself in a proceeding against
him under the workmen's compensation statute,

These are: that the employee was guilty of contributory negli-
gence; that the injury was caused by the negligence of a fellow
employee; and that the employee had assumed the risk of the injury
incident to his employment. The.'"fellow employee' would be someone
else employed by the same employer, and ordinarily not an employee of
some other contractor,
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For the United States to be held liable at all and without regard
to any defenses it might have, it would be necessary for the complain-
ing person to show that negligence on the part of a NASA employee has
caused the injury (except perhaps in strict or absolute liability
situations),

The question would then arise whether the defenses mentioned
above are available to the United States., It seems probable one or
more would be, in substance, regardless of whether the test arrange-
ments constitute a temporary cooperative agreement or joint venture
between the Government and contractor; however, the "loaned employee"
doctrine might be applied, in which case the Fed, Emp., Comp., Act
presumably would apply and fix liability of the United States under it.

5, Potential liability of NASA employees.

In Texas, as in other states, an employer is responsible to third
persons for damages due to negligent acts of an employee done in the
course of his employment; and the employee is also responsible to the
third party for his own lack of care or other wrongful act,8 The
Texas Compensation Act would not prevent a contractor employee from
making a claim against the United States or a MSC employee on account
of their negligence in causing him an injury.

Generally, in Texas, a supervisory employee is not liable to a
third person for the negligence of a competent subordinate in which he
did not participate, the subordinate being the employee of the employer
and not of the superior officer.

Ordinarily, in Texas, the liability of both employer and his
negligent employee may be enforced in a joint proceeding in court
against both the negligent employee and the employer; e.g., the
United States. The employee is not immune from an action against
himself alone if for some reason the injured person should choose to
bring suit against him alone, The more usual practice is to bring
suit against both employer and employee, or against the employer
alone.

Only with respect to motor vehicle accidents by employees, while
acting within the scope of their employment, has Congress taken action
to exonerate the employee from liability by making the suit against
the United States the exclusive remedy (provided certain procedures
are followed by the individual against whom suit is brought).
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In test procedures it is not inconceivable that suit could be
sustained against an employee but with the United States not being
also a defendent, even though the employee was acting within the
course of his employment.2

The Federal Tort Claims Act does not cover every possible basis
for claims. It excludes, for example, suit against the United
States where a claim is based on performance or non-performance of
"a discretionary function or duty ...'". What this term covers is
very poorly defined by court decisions, and there is no statutory
definition.,10 There are other exclusions, but these do not seem
relevant to the subject.

If a judgment is entered against the United States and paid by
it, the Government cannot require the employee to reimburse (indemnify)
it.19 Neither could the claimant require dual payment by the employee.

It should be noted that the potential liability of a negligent
Federal employee is somewhat different where the injured person is a
fellow Federal employee. The Federal Employees Compensation Act has
been intergﬁetgg as not precluding a claim and litigation in such a
situation.“"? One reported case was against three Air Force medical
officers and a civilian doctor employed by the Air Force, claiming
damages for injury from negligent surgery. Another case involved a
motor vehicle collision. Unlike the Texas Compensation Act, the
Federal Act does not include any provision making the rights to
compensation under the statute the sole remedy as to fellow employees.
This leaves the way open for a claim based on negligence.

6. Defense of Government employees; special statutory relief,

It is currently the general practice of the Department of Justice
to provide counsel and representation to Government employees where
the interests of the United States would be jeopardized should the
suits be undefended and as a result the United States might itself
become liable "in tort' or otherwise for damages arising out of the
employees action.ll

That practice does not include the actual payment by it of any
judgment that might result in a suit brought against the employee
alone., Neither does it appear that, if an employee were for some
reason to hire his own private attorney to defend or settle a case,
he could expect any support from the Comgtroller General for an allow-
ance by Congress to cover his expenses.1
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As noted above, however, NASA does have certain limited author-
ities under Section 203 (b) (13) of the Space Act, and it is conceivable
that situations might arise where NASA could use such settlement or
other authority in connection with claims arising from a hazardous
experiment, although not including payment of private counsel fees
or settlements by it of more than $5,000.

Defenses that the United States might assert should also be ;1_ W
available to its employees in suits against them by a contractor 6~
employee; e.g., contributory negligence, negligence of a fellow~ , S .
employee, assumption of risk, dependent upon the circumstances, y(ﬁ‘\) ;iw?l}}/

7. Possible extension of contractor insurance to Government,

Although it is difficult to find a solid basis for any extra
expense to the Government, the inclusion in the contractors' insurance
of the United States, its agents, servants and empioyees acting within
the scope of their authority, as additional assureds, would provide
further protection to NASA employees. Inclusion of Government
emplovees alone might be feasible .27

If this coverage could be accomplished without payment by the
contractor of an additional premium at the ultimate cost of the
Government, it would seem to be the best available solution. Expendi-
tures of any extra premiums for the coverage may be subject to chal-
lenge or disallowance, although arguments could be advanced in
defense of the action. To date no rulings have been found in favor , 13
Exploration of the feasibility of the coverage without extra premium
through appropriate channels would appear preferable in advance of
further effort to justify extra premiums, which may require express
statutory authority since the Govermment customarily acts as self-
insurer.

Waiver of subrogation rights by insurers as to the Government,
its agents, servants and employees, would be desirable in any event.
Also, consider the feasibility of an agreement by the insurer not to
plead the defense of loaned or special Government employee or the
equivalent without written consent of the Government. The Government
might wish to give such consent if itself liable, either at law or
under the Federal Employees Compensation Act. So also as to the
defense of sovereign immunity.

8. Promoting safety and hazards knowledge.

Several advantages could result from a practice of having test
participants sign a written acknowledgment, prior to conduct of any
hazardous test operation, stating among othey things that they have had
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fully explained to them and understand the test operations and hazards
involved and voluntarily wish to participate under the test conditions,22
This would include clarification that no workmen or employee compensa-
tion rights provided by the employer are waived.

It is understood that the intent is to instruct all participants
carefully in advance as to what they should or should not do for safety
reasons, with practice or other training reasonably necessary.

Signing the acknowledgment could serve as a reminder to ask any
further questions desired, Also, if any proposed participant has for
any reason failed to receive the advance instruction, the acknowledg-
ment should help to identify this fact before it is too late.

Some management-labor relations questions might occur, and other
policy aspects may be involved.

9. NASA medical personnel,

The Texas Workmen's Compensation Act provides that an employer
having a regularly paid physician to administer to or treat injured
employees shall file with the State Board the physician's name and a
copy of the contract of employment, indicating fully the extent and
scope of the employment and compensation paid, If not done, injured
employees may obtain medical and hospital services and medicine else-
where. The employer must notify employees, at or before the time of
injury, what physicians have been arranged for by contract. This
statute also appears to have some significance as to the binding
nature of statements made by the physician; however, the full objectives
of the statute have not been determined.

As to military medical personnel detailed to NASA by the Armed
Services, there appear to be no regulations which would prohibit them
from participating in scientific tests or research activities; the
only possible restriction mentioned would be against giving general
medical treatment to contractor employees (aside from first aid and
emergency care),

Federal agencies have authority to provide programs for health
services to their own employees after consultation with the Public
Health Service.l3 NASA has special statutory authority to cooperate
with others in the use of services, equipment and facilities,l It
has authority for planning, directing and conducting aeronautical and
space activities, so there can be no doubt of its authority to conduct
experiments relating to man's capacity for space flight and to utilize
the services of scientific and medical specialists in that connection,
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It is assumed that the contractors will maintain their own
normal occupational medical services for their own employees,
except to the extent that test objectives and conditions require
provision directly by NASA, This matter, however, may involve
questions beyond those of liability being considered here, so that
no opinion is expressed on the matter.

10. Participation should be within contract work and course of
employment

For workmen's compensation protection to be available, the
contractor employee must be acting "in the course of his employment"
at the time of an injury. This means that his activity should be
within the scope of the contract work which the contractor is per-
forming.

There is a possibility that, even under those conditions, the
statute might be held inapplicable., For example, there are precedents
in Texas as in other states, to the effect that an employee whose
services are loaned to another becomes temporarily the employee of the
other for various purposes of the employer-employee relationship.

This is sometimes referred to as the "loaned" employee or servant
doctrine, No Texas statute or reported court decision has been found
that either applies or rejects the doctrine with respect to the State
Workmen's Compensation Act, without ambiguity.

There is also the possibility, as noted above, that a contractor
employee participating under the direction and control of NASA repre-
sentatives would be considered within the definition of "employee"
under the Federal Employees Compensation Act.l® Also, under the
Federal Tort Claims Act.2l

Both the State and Federal statutes are normally subject to
liberal construction, so that it seems highly unlikely an individual
performing in accordance with instructions from his regular (''general")
employer and those rules fixed by MSC and instructions from the
authorized MSC test managers would ever be excluded under both
statutes, If he were, the "common law" rights would still be available
subject to any applicable contractual commitments,

More particularly, however, the definition of "employee'" under
the Texas statute appears to avoid any exclusion of a loaned employee
from protection since it includes an individual who is employed in
the usual course of the trade, business, profession or occupation of
the employer and who is temporarily directed or instructed by his
employer to perform services outside of the usual course of trade,
etc., of the employer,l7
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Mr. J. Henry Glazer, Eaq.
Ames Research Center
Moffett Field, California 94035

Dear Jack:
Here are a miscellaneous group of some of the forms
. we were talking about. Warren Stolusky's draft of
0 , an NMI and forms {s not included, but I will gend
you a copy &s soon as we get one into legible fom.

Regards,

'Stephen J, Gross
o Ofﬁco of Genenl counul

Enclosures

\..‘
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NAVAL MEDICAL RESEARCH INSTITUTE :
" NATIONAL NAVAL MEDICAL CENTER A
BETHESDA, MARYLAND

CONSENT TO VOLUNTARILY PARTICIPATE IN RESEARCH EXPERIMENT

- DATE SR

I hereby volunteer to participate, as a test subject, in a research sub- fgfgn,7
task being conducted by the Naval Medical Research Institute entitled: - .

(:}Project ARGUS (Advanced Research on Groups Under Stress), Newropsychiatrio' &Hf

Factors in Performance Effectiveness for Future Weapons Systems Crews, LN

the experimental design of which has been approved by the Chief, Bureau ' .-
of Medicine and Surgery and use of human volunteers approved by the APRREE
~ Secretary of the Navy. The nature and purpose of the procedures have BRI
been explained to me.. I understand that the procedures are experimental ‘', T
" ‘and that my conaent to participate does not constitute a release f{rom et
any possible future liability by the Navy attributable to the experimenta.

5

"’A o R t .j'. . o ‘ !", 5 't,:v .'.“-i- N ) .
. BIGNED: -
a o o " SETE TR SR “xﬂ‘f‘f$"‘{5-»
. WITNESSED:
o Copy to: v R : S
~ Service Record, jacket or personmel file .
. . v p ' “l . N " ":,.I- '
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(Short Form - Crew Systems)

(Date)

I, , hereby volunteer to serve as

a test subject; observer; operator or otherwise as test crewman for
§ . human testing and evaluation of various life support systems, sub-
systems, and components being tested in facilities of the Manned
Spacecraft Center and other Federal agencies and/or at industrial
firms, including tests at reduced atmospheric pressures and under
simulated space conditions,
I understand that my participation in these tests is considered

a part of the duties of my employment,

(Employee)

Approved:

(Chief, Division) (Date)

¢NE
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AIR FORCE REGULATION ,
NO, 169-8 .

CH
TPARTMENT OF- THE AIR FORCE
DEP Washinglott, 8 Oclober 19658

Medical Education and Research
USE OF VOLUNTEERS IN AEROSPACE RESEARCH

This regulation establishea the policies and procedures for using human colunteers in acroe

apace rescarch projecta,

1. Application of This Regulation. The provi-

sions of this regulation:
a, Apply to:

(1) Research, development, test, nn.d
evaluntion (RDT&E) procedures that may

result in distress, pain, damage to health,
physical injury, or death of the subject. Such® - .

tests usually are conducted to determine

either the level of human tolerance for a con-

dition that may be imposed by Air Force

signed for human use (sce AFR 80-11),

(2) Investigations of disense, new treat- *

ment procedures, and drug rescarch con-

~ operations or the adequacy of equipment de-

ducted by the USAF Medica! Service for the

benefit of patients.
b. Do not apply to:

(1) Any programs, tasks, and tests that

involve. inherent occupational hazards to
health or exposure to potentially hazardous
situations such as those encountered as a

- part of training or other normal duties, e.g.,

flight  training, jump training,

. of explosives.

tions of a research project when they involve

ture of the experimental conditions.

2. Voluntary Informed Consent. The voluntary
informed consent of the human subject is .

absolutely essential.

a. The volunteer must have the legal ca- -
pacity to give his consent and must give it '

freely.

b. Before a volunteer gives his consent he’

must be given an adequate explanation of
the research study, i.e., its nature, duration,

and purpose; the methods and means by
which it will be conducted: and any foresee- -
able inconvenlences, ‘hazards, and effécts on :

. : ) L

OPR: AFMSPA SR 5 B T

DISTRIBUTION: S

’

R
e

“ teers will be s0 conducted that all unneces- -
‘i.sary physical or mental suffering or injury
(2) The human factors research por- ‘.-

person conducting the test.

c¢. The consent of the volunteer will be .~
given in writing in the format shown by .
: attachment 1. The volunteer must sign the
consent in the presence of at least one wit- =
‘ness who will then attest the volunteer's aig-
 nature by signing in the place provided.

search:

.7 a. All essential preliminary tests with lab-
.. oratory animals, dummies, and other human v
- simulators must be conducted and evaluated. .’
- -before a human subject is used. Research on ..
human volunteers will be conducted only to - "
. validate important results that are essential .
- to a program.

bailout -
studies, fire drills, gas drills, and handling -

b. Research studies using human volun-

is avoided. Such studies will not be con-

" abling injury or death will probably occur.

. To this end, a physician will conduct and

before the test project begins.

. @, The volunteer will be informed that:

el o

- his health which could result from his par- .
ticipation in the experiment. The volunteer
-~ must also be told about any parts of the
- testing program which eannot be stopped or
“ controlled by cither the teat subject or the

.~ 3. Principles, Palicies, and Requirements for the -
Use of Volunteers in Hazardous Aerospace Re- '

+ ducted if there is reason to believe that dis- . .
normal training or other normal military
- duties and when disclosure of the research . :
. conditions would defeat the purpose of the - record the examinations he feels necessary

investigation by revealing the artificial na-

..~ ¢ The degree of risk to which a volunteer , .
"7 i3 exposed will never be more than is abso- -
" lutely essential because of the urgency and -
' importance of the solution of the problem . .
“.-that made the research project necessary.

d. The research project will be conducted
by scientifically qualified persons; a phy-- -
. sician will be responsible for the medical
*" care of the voluntcer. The physician or the °
principal investigator will have the author-.
. ;ty to terminate the research study at any - .
3 me. o

AFR 169-8 p £S5 |

'+~ (1) At any time during the course of .-

0
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/'uﬁ: research project, he will have the right

to revoke his consent and withdraw from the
test without prejudice to himself,

(2) The principal investigator or at-
tending physician may terminate the experi-
ment at any time he considers it necessary,
' regardless of the volunteer’s wishes.

4. Approval to Conduct Research Involving Vol-
untoors:

a. Action by Originating Laboratory. The
commander conducting the research will ap-

point a research committee composed of '

threc scientists; the chairman must be a
physician. Committce members will not in-
clude cither the principal investigator or the
physician responsible for the medical care
of the volunteer during the experiment. This
committee must review and approve or dis-

approve all proposed RDT&IS protocols that

will require use of human volunteers.
b. Action by the Surgeon General. No re-
pearch using volunteers will be undertaken
Q/ithout prior review and clearance by the

N "

urgeon General, This will be accomplished

~ . BY ORDER OF THE SECRETARY OF THE AIR FORCE

et
i

" R, J. PUGH
Colonel, USAF S
. Dircctqr of ,Admio_u‘atratwc

PLEE PR
. \ S

Services

TR P .’

v Ty

- el -

Lddax,

by the submission of DD Forms 1498, “Re-
search and ‘Technology Review,” throuygh
channels to the Surgeon General (AFMSPA)Y,
In no case will a projeet using human volun-
teers be initiated unless a DD Form 1.49%
has been approved by the Surgreon General.
For urgent proposals to which DI Forms

1498 are not applicable, the Surgeon Gen-

eral’s approval may be granted by telephone
with confirmation by letter. Rescarch proj-
ects performed under AFR 169-6 that in-
volve human volunteers will be considered
approved under the provisions of this regu-
lation when letter approval by the Surgeon
General is received. Rescarch under AFR

169-6 neced not be delayed pending submis-

gion and approval of DD Form 1498,

5. Publications Pertaining to Human Voluntoers.. .
Al printed papers or articles that pertain. -

to the use of human volunteess will contain

the following footnote: “The voluntary in- T

formed consent of the subjects used in this

research was obtained as required by AFR . o

169-8."

J. P. McCONNELL .
General, U. S. Air Force

1 Attachment =
© Format for Volunteer Consent ..
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b~ , (FORMAT FOR VOLUNTEER CONSENT) ISR i
J | S

'
i

| Fadlity N DR
o - ' ' AN
v . . !LZ':’.‘ :
CONSENY OF HUMAN TEST SUBJECT - e
. . [ R
; v
1. Maving been fully advised of the dangerous nature und pousible haurmful consequences, - . J !
I hereby volunteer to participate as a human test subject in the following experiment or R
scries of experiments: : 3 l
: ol
(State nature of investigation, test, or experiment) il
: | ; v
2. T further acknowledge that my consent has been freely given and that T have been | Foob
informed that I' may withdraw my ‘consent at any time insofar as the nature or atage of " LR
the experiment permits. - o R - L ; g
. O - N ST (Signature igvf test subject) = - L:, !
o . . (Witness) : ‘L i ;
’:} o Lo N :
L . Sy
t ot o N i. E
B . ‘e : :
! : f k.:' '\,' .
N . "' Tt ’ t ~ ;
S 1
, o
¢
; {
o S L
'. S !
f ‘ E
E"-". . o S ek T v Attachment 1 i
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IMPORTANT: Read reverse side before signing

(Date)

I agree to participate in work in test facilities for human or
equipment testing, or both, and evaluation of various types of space-
craft, life support and other systems, subsystems, components, experi-
ments, or related equipment or facilities, at reduced atmospheric
pressures and under simulated space conditions, in connection with my
work at the NASA Manned-Spaceeraft;-Genterjy-Heustem;-Fenas, This
includes service as a trainee, observer, operator, or otherwise as a
test crewman as may be required; training and practice for tests;

| and service at facilities of the NASA/MSC Center and other Federal
agencies, firms or institutions. I volunteer and agree to perform
duties as a test subject as a part of my employment.

There has been explained to me and I understand the test opera-
tions and hazards involved; except as follows:
(if no exceptions,

employee should so state)

In making the foregoing statements I do not intend to release
or waive any employee compensation or workmen's compensation rights
provided by my employer.

To the best of my information, knowledge and belief I am in
excellent health and physical condition and am not subject to any kind
of heart disease, high blood pressure, or other ailment, except

(List all; if none, so state)

Approved. Considered within the
course of and scope of employ- (Employee)
ment of the above individual

(Date)

(Chiet, ' Division
MSC)

or

(Signature and title of supervisor,
if congractor employee)
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MEDICAL OPINION

Mr. ) , an employee of

» was given a physical examination

is . . .
on and is not considered physically fit to

perform duties, including preliminary training and practice and work,
including duties as observer, operator, or otherwise as test crewman
(Subject) for human testing and evaluation of equipment, facilities,
components, or other items to be tested in facilities of NASA Manned
Spacecraft Center at Houston, Texas, and comparable facilities of other
"Federal agencies or industrial firms, in connection with such duties

in environmental simulation chambers at less than ambient pressure or

riding on a centrifuge or

(List other facility or equipment, if any)

Chief,
NASA Manned Spacecraft Center

(Date)

(CINE
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DRAFT

(For Reverse Side of Form)

NOTE: Individuals will not be permitted to perform duties inside of
environmental simulation chambers at less than ambient atmospheric

pressure, or ride on a centrifuge or work in

(List other facility or

» except on a voluntary basis, whether for purposes

equipment, if any)

of training and practice or to perform any work, including that as
subjects, observers, or operators; and will be subject to the safety
procedures and requirements developed and implementeaitzuT%%vﬁ:ghaeif
required of all personnel in similar work.

Before an individual is permitted to sign the statement on
reverse side, it should be ascertained that he has received instructions
as to the operations and hazards involved and what he should or should
not do for safety reasons, and has had any required practice or other
training; and he should be given an opportunity to ask any further
questions desired.

A medical examination, and medical opinion that the individual
is considered physically qualified to participate in human testing
and evaluation with the facilities or equipment to be used, dated

within not more than one year from the date of such participation,

is a minimum requirement in all cases,

S TTNE
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NASA - Amesd
HUMAN RESEARCH FORM OF CONSENT
The series of tests for which is to

(Name of Subject)

serve as a subject have been explained to him in detail. The
following information was included in this explanation:

A,

B.

D,

TITLE - Critical Task Tester Evaluation

PURPOSE

To evaluate a Critical Task Tester (CTT) which is intended to
provide a more sensitive index of stress than the usual tracking

type test,

NATURE OF TESTS OR EXPERIMENT

(7]

Four (4) men will operate the CTIT at 2g to 6 g on the Five-
Degree of Freedom Centrifuge. An additional vestibular
stress will be introduced by imparting a slow pitching
motion to the cab at 2g,

DURATION

The total test will last approximately three (3) consecutive
weeks. Each subject will devote one to two hours daily for
the first week, followed by four to five complete morning
sessions extended over the last two-week period.

MANNER IN WHICH TEST OR EXPERIMENT WILL BE CONDUCTED

Four (4) male volunteers will be selected to participate in
this experiment on the basis of their interest, motivation,
and general health as determined by complete medical history
and physical examination, including nystagmography. Each
subject will spend approximately one week training with the
CIT prior to centrifugation. The second week will provide
the opportunity for graded exposure to centrifugation (EBI)
while tracking and the third week will be reserved for actual
testing., Test runs will last approximately five minutes at
2g and two minutes at 6 g if tolerated by the subjects. One
of the subjects will have had prior experience of the centri-
fuge. Hourly wage for this work is $2.25 with a minimum of
four hours allowed, including one hour travel time.

rXrpes

s
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FORSEEABLE INCONVENIENCE , DISCOMFORT, AND/OR RISKS RELATED
TO CENTRIFUGATION

1. Mechanical failure
2. Motion sickness

3, Pneumothorax

v e e e P

Lo s
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To be completed by subject

NOTE TO THE SUBJECT:

READ PART I CAREFULLY. IF THERE IS ANYTHING
IN PART I YOU DO NOT UNDERSTAND, ASK ONE OF
THE SCIENTISTS OR TECHNICIANS WHO WILL BE
CONDUCTING THE TEST OR EXPERIMENT FOR AN
EXPLANATION

DO NOT SIGN THIS FORM UNTIL PART I HAS BEEN
COMPLETED AND SIGNED,

(a) I hereby agree to participate, as a subject, in the tests or
experiments described in Part I of this form,

(b) I am aware of the possible forseeable harmful consequences
that may result from such participation, and that such
participation may otherwise cause me inconvenience and

discomfort,

(¢) I acknowledge that my consent has been freely given and
that I may withdraw my consent at any time,

Date

The foregoing shall not be construed as a
release of NASA from any future liability
arising from or in connection with the tests
or experiments in which I am to participate
as a subject.

Signature of Subject

-

Lou
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APPENDIX #6

NASA-Ames
‘Assistant Director for Life November 2, 1966
Sciences, 200-7

Chief Counsel, 200-11

Meeting of November 1 to comnsider proposed NASA
Headquarters Management Instruction entitled
"Human Research Policy and Procedures'

At the above meeting which you convened, paragraphs 1
through 7a of the proposed agency~-wide Instruction were
discussed. The remaining paragraphs are to be discussed
at a meeting scheduled for 2:30 Monday November 7th,

Respecting paragraphs 1 through 7a the participants
at the meeting were in accord that the idefinitions’ con-
tained in the Instruction should be eliminated, and that
no reference be made to the minimum age-limit for subjects.
1f there is insistence by NASA Headquarters management on
the establishment of some minimum age limit, a minimum age
of 18 might be acceptable, The participants agreed also that
the proposed Instruction should extend to human research
conducted by contractors and grantees of NASA and not be
limited, as it now is, to research conducted "by NASA employ-
ees", ~

The participants agreed that paragraphs 1 through 7a
be replaced with the following substantive revision:

MANAGEMENT INSTRUCTION

USE OF PERSONS IN AEROSPACE RESEARCH

1. PURPOSE AND APPLICATION

This Instruction enunciates policies and procedures re-
lating to eemtrelied human research with, or involving,
persons as subjects. Applicable to NASA Headquarters and
all field installations, this Instruction encompasses any
human research conducted for, or on behalf of, NASA by
officers and employees of the United States, or by contrac-
tors, or by grantees.

$ath s
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p

2. SCOPE . / el

This Instruction extends to any resea;éﬁ: development,
test, experiment, or evaluation procedure/which may expose$ ko
a human subject to distress, pain, impairment to health,
physical injury, or death. I;fdoes not extend to the use
or employment of a trained professional person when know=
ingly following a recognized specialized calling or occu-
pation which is clearly, 9é inherently, hazardous including
by way of description and not limitation the callings of
test pilots and astronauts. Nothing.contained herein, how=-
ever, shall be constryéd as authorizing the use or employment
of any person for any purpose if there éxists a likelihood
that such use or employment will result in serious or
permanent injur%/?{Pdeath.

) /1T= - ¥é¢4mA_~4 f \
,.L;/;‘\SQ?.FMM(QJ%> LcﬁazxLJ\,

3. AUTHORITY

AN

4, ;D%FIN%EIONS

eliminate

% /5./ DETERMINATIONS

A. Prior to conducting human research a NASA official
identified in subparagﬁaph B hereof shall certify in writing -
with (espreth, 20, Sex bivhontdnmadli. 3%, e walfers
a., thatjthe particulgga}ndividual(s) to be used as
subject (s) for research musé=dre appropriate for the type of
research contemplated;

b. that all appropriate preliminary tests, includ-
ing tests using laboratory animals, dummies, or other human
simulators, have been conducted and evaluated;

c. that there is no basis for assuming the likeli-
hood of serious, or permanent, injury to the human subject(s)
involved nor shall any subject be exposed unnecessarily to
physical pain or mental suffering;

d. that the inherent risks, if any, of the research
proposed are warranted by the scientific or technological

i d.,. . » 4 6* ;10~
Objec':ixe«?«:}o&ef?:ﬁ'?uvNJ’W\*) 244 o gfeachk subfect hosbeen oblat e

. *l.\h YU TRITTUTCY o At A‘“dd w'*& %( vc72uv€w 'q"fq'k‘ °
w"8.7 NABA Officials who are authorized to make the certi= eqﬂ/k
fication {dentified in aubparagraph A hereof are: =
-
S
=
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a. for NASA Headquarters

we

b. for NASA field installations, the Director thereof.,zé‘
The_authority te-eertify may be—delegated in writing by—a '3
Director prowided;~however, that -such delegation—shati~not

extend-to\persons—below_the-levelof-Assistafit~bPirector:—The "/
authority te-certify mey net\be-Teedelegated. s,
~% e

"Original signed by
J. Henry Glazer"

J. Henry Glazer

cc:
S. E. Belsley, 200-7

J. Billingham, 239-1

D, C. Brekke, 200-11

L. G. Bright, 200-2

E. Ogden, 239-8

R. M, Patton, 239-2

R, Pelligra, 210-7

G. A. Rathert, Jr., 210-7
H. Sandler, 239-4A

S. N, Stein, 200-9

A, Freeman, 200-13
JHGlazer:caw

~~o*
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St NATIONAL AERONAUTICS AND SPACE ADMINISTRATION
;' /"’, g WASHINGTON, D.C. 20546
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IN REPLY REFER TO:

J. Henry Glazer, Bsq.

Chief Counscl

Ames Research Center

Moffett FPield, California .

Dear Jack:

3<:’ ) I am enclosing a copy of the initial drast of a

proposed managcmant instruction on "Human Research
Policy and Procedures.”" The Dircctor of Space
iodicine, the Director of the Biotechnology and
Human Rescarch of ORRT, the Dircctor of Gccupational
Mcdicine, and a nuwber of other Chief Counsels are
also getting copies but I thought you would be
especially interested in the draift.

We await your comments.

Regazds,
. /" ’
' A . ) / <
0 D A AN ‘T;) s e S
| . Stephen J. Gross

Office of General Counsel

October 20, l966

v s

————
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S. J. Gross
W. G. Stolusky
10/19/66 ’

MANAGEMENT INSTRUCTION

HUMAN RESEARCH POLICY AND PROCEDURES

1 PURPOSE

E K SRS S

This Instruction sets forth policy and procedures:

rolating to the conduct of human research.

§ _ 2. APPLICABILITY
This Instruction is applicable éo ‘NASA I—_Ieadquarters'
and all field installations.
3.. . SCOPE
This Instruction applies to all human research con- '

.‘;W NALA h‘ﬂ Gevtun vV \nu&s\-.}‘,h.;" (‘.,.,,\vy..hv;,/ >l G¥ wiXees

ducted[_by NASA employees on behalf of NASA'.'_]

‘4, AUTHORITY
Section 203 (b) (1) of the National Aeronautics and
Spéce Act of 1958, as amended (42 U.S.C. 2473(b)(1)1,  '

5, | DoroinreroNs | Scepr of Taclvuchin
P L 3 .

As used in this Instmcti‘on:‘

a. “Human research means any test or experiment in

AN Y LAY .76

\‘_ . .
which,,\a human subject way suffer stress, pain, damage to

L
.

health, physical injuﬁ: persqnality or emotional d:f.sorder; i

or death.

el s
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~he texm does noé include tests $r experiments oL i
which tho only human subject is an astroﬂagt or porson fy
selected for training as an astronaut. |

». "Subject" means a person {man~or. womany whose
pecformance is measuré'd or who is othexwise obsexved in

the course of a test and expegxnent.

6. INITIAL DETERMINATION C ENTE 2 ) ] ﬂ ECTo @ 0 iR D

3<:> : szor to the conducting of human research, a deters . / %
’\&\I—w\ A G h“\ (YV‘V\MMA-\V VWV“\-\ u?)&wv (),“)\44()’1'\/' e ( ’

mlnaulonhuhall be made by S n

C‘v vn\hL \‘ﬁ&\‘u\‘w\ ' . : ' : ' o ' (‘./‘

A that: ‘ o

. 34 | D [P %,.

2. The importance of the objectives of the human ' - -
. the inherent - e

research is in proportion to/risk to the subject. co R --<%;

b. All appropriate tests, including tests using - }'*l"' \“%

laboratory an;mals.and other human simulatoru,have been

(:) : COﬂGUCuOd and evalu“ted and analysea of other relevant ‘
data have been made. o ' - \vf@
- c. There is no reason ‘to believe tﬁat serxous';njury

Al ) ’
is likely to occur as a result of such human reaearch.

7.  SUBJECT

S LWl
a. Only NASA employcea ovex the age of 21 yeaxrs t-fwA': _ )
) \A M Aua

v

@>§Pﬂ§ may be subjects/of human-research.w fQ>_;,g-"=f S e

c:§ Vv” ‘b\gu ol ' '?:?.f;}-~ o 'f g o  ;3  1;,‘
§\ D o SN o

[ESEEEREENER S S 0




e by

rHAA o viatagee.

b. ©No person may serve as a subject of human resecarch

prior to examination by a physician who, with knowledge

o “he nature of the contemplated human rescarch, determines

doTm o fe

~hat such person is physically and emotionally qualified

o serve as a subject of such human research. In instances
q‘ - . -

in which it is expected that a significant danger to the
subject will be emotional stress, the determination of the -

physician concerning the emotional gualifications of the

e ¢? i
v-ubject shall be based upon the findings of aypsychol gi t, ‘

.

c. No subject shall be asked to waive, nor shall
anything herein be construed as a waiver by a subject of,
any rights which may arise in connection with any otreos,
danage to health. physical 1n3ury. personalzty or emot zonal
disorder, or degth that may be suhbe.ed by the subgect as

(}r-“\'\ OV YV )\ by \,\ etk w\m ,kai ("’\
a result oz human research. ' o

| 1 g \' [SSS. (2 t - ol
w (‘M\--b\.‘g\ s\,“u_k ,‘,V L\,\M&g\ t-—\L LWM(‘lt i"-c. ‘\’DSU e A Lk \/ .\N L(.

d. No pereon may serve as a suoject of human reuearch
until he has been fully apprised of the nature, purpose,
and risks of such human research and has fzeely manifestedv‘
his consent in accordance;?ith paragraph 9 of this Instruction.

e. Subject always to subparvagraph 74, service as a

subject of human research shali'be considered a duty of the ji‘ Y
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whject, to be performed in accordancc with the dzrcct;ong

.

4]
183

of the persons conducting the human research, until such
cubjoect withdraws his consent, in zccordance with cub-
;o , paragraph 8¢ hereof, or uantil the human rescarch is .thch
wico toerminated. | |

£. No person shall sexrve as a subject of human - Awuy,uwjv”

research without prior approval of such service by the
&

.

official in cﬁgrge of the division in whxch such perﬂon is

<:>5 -

e cnoloyed.

8. CONDUCT OF HUMAN RESSARCH .

a. FHuman research may be conducted only by °c1ent1‘1cally

) dvelY

qualified persons acting under théksupervision of a physxczan..t"

-

o. Human Tresearch will be g0 conducted that all:

unnecessary pﬁyszcal or emotional suffaring or 1njury is

ARV )
aVOJ.QGO. v O ‘vwv'vub ¥ ‘\SQ .
c. (i) At any time Quring the course of human

.

research, the subject shall be free to revoke his consent

]

wd- witiidraw from the test or experiment, A s\o( Vhe “*V‘“"“$

' (ii) Any person conducting human research, or the

supervising phys;ciun, mnust dzscontlnue resegrch 1£ in his" ‘
\.u\‘ kh‘é -% Sidve '.l S
judgment it is likely, if contzﬁued tO result in serious hf@‘“““~/
. A ————

. injury to the subject.
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' 6. VOLUNTARY INFORMED CONSENT

a. The frecly given informed consent of the

subject is escential.

b. Before a subject is pexmitted to give his econ=- . "

sent, the contemplated human research must be cxplained

to the subject, in language understandable to him. This

. ~ explanation chould include the nature, duration, and
purpose of the human research, £he manner in waich it

will be conducted, and all foresceable inconveniences,

discoﬁzorts; and/or risks to the subject which might f’g o
result: from the human research. IZ the nature of such ‘ . I .
i _ | inconveniences, discomforts or risks is not known before- i
handéthis fact should be made known to the subject. *
c. Tae sybject must be informed of any parts oi
'~ %he. human research wh:i:ch cannot be stopped oxr controlled B

by either the subiject or the person conducting the human

zesearch prior to the scheduled conclusion.

e mnr e ae -

d. Subjects must give their consent in writing in’

such form as will _ndxcatc on its face that the subject has .’

been fully informed of, and voluntarily acccpt;,the risks

'xnvolved. Sce Attachmenu A for a suggested forn of conaent.xl

'y

B o . Tou.,
. . T
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(hltornative_l)
BEUMAN REUSEARCE FORM OF CONSENT
. : .)/V\ .La .
.I. %o bz completed by the person conducting the numan
rosearch
in accoxdance with NMI , the tes ts~‘\”““’*“ {
i( L v ‘e . ‘ i
- .oxperiments, or Series of -tests or coxporimonts, fox i
. ; ‘ . R |
which is to serve as a subject hxs - :
(nare of subject) R !
have been explained to him. The following information - {
! was included in this explanation
O a o ‘
| ‘ .- (a) Nature of the tests-or-experiments-.V‘lsc"°k' i ,

. {b) Duration

{(c) Purpose

Ay

,}/)\_g ¥ g&\,)ul\,
(d) Manner in which test—or—exporament wzll be.
coiducted

F-n




(¢) Poreseeable inconveniences, discomforts, anfor

POV

Name and Title

.

Signature

1]

Lthat may result from such participation, and that such .~

IZ. To bz comnleted by subiect

\
NCTE 70 THE SUBJSECT: READ PARY I CARCFULLY, IF THERE IS
\ °  ANYTHING IN PAR? I YCU DO NOT UNDER=- .
\ STAND, ASK ONE OF THE SCIENTZISTS—OR ~TRAINGD
“ ANV ESTGa7oes  TICHNICIANS WHO WILL BE CONDUCTING THi - -
T oQuscarce )\ THE-TESP-OR-EXPERIMENT FOR AN gl
\ EXPLANATION. e
\

\DO NOT SIGN THIS FORM UNTIL PART I
BAS BEEN COMPLETED AND SIGNED.
3 ,

\

\ , .
\ ) ¢
() I hereby agrec to, participate, as a subject, in
) \,'\u Wz v C 3 avg 1\.\' . :
the tests-or-experiments described in Part I of this form.

\
\

{b) T am aware of thae possible harmful consequences

Participation may otherwise cause n@ inconvenience znd
disconmfor:.
(e) I acknowledge that my consent Jas been freely

given and that I may withdraw myfccnsent at any time.

\ oM




. ) :if /?//4§§‘

he foregoing Shall not be construed as a release

Signature of Employce

[N

[V
?

Part xil "o Le signe

¢

B the official in charce of division

in waich the =zbove emnlovee is emploved.

e above cmployee, ordinarily employed in the division

of which I am the official in charge, has requested that . .-
. ".\. | .
he be permitted to participate as a subject in the tests or

oxperiments deseribed in Part I of this fowm.
A\

I hereby approve such partlcipation( and direct such

employee to report for duty to the persons conducting such

L

tests or experiments. , '\'
\

Name and Title |

Signature"

I
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(Alternative 2) Attachment A

HUMAN RESEARCH FORM OF CONSENT

Date

CONSENT OF HUMAN TEST SUBJECT

1. Having been fully advised of the dangerous nature and
possible harmful consequences, I hereby volunteer to par-
ticipate as a subject in the following tests or experiments,
or series of tests or experiments,

P.

106

(State nature of tests or experiments)

2, I further acknowledge that my consent has been ¥
given and that I have been informed that I may withdraw my
consent at any time,

3. My consent to participate as a subject shall not be
construed as a release of NASA from any future liability
which may arise from or in connection with the above tests
or experiments.

(Signature of subject)

Approved:

Name and Title

(to be signed by official in
charge of division im which

the above subject is ordinarily
employed)
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JH. Glazer, N-200-11 .

NASA ~ Amesd

Moffett Field, California
November 22, 1966

MEMORANDUM for Director

Subject: Human research utilizing Simulation Sciences Division
man-carrying devices.

1., The Medical Services Branch (MSB) recognizes as its prime respon-
sibility the safety of human volunteers participating in experiments which
utilize man-carrying simulators, devices, or instruments assigned to the
Simulation Sciences Division, Safety procedure extends beyond subject
monitoring to include proper subject selection, complete pre- and post-test
evaluation and provision for immediate emergency care in the event of a
mishap.

2, The MSB will maintain an extensive file of volunteer test partici-
pants cross-indexed for age, occupation, simulator experience, altitude
chamber experience, availability, etc., which will be accessible to any Ames
investigator,

3. The type and extensiveness of the pre- and post-exposure medical
evaluation will be determined in consultation with the principal investigator
and in accordance with the complexity of the proposed experiment., Facilities
for carrying out this evaluation are available through the Ames Dispensary.

4, Prior to testing, MSB will arrange a joint meeting of the principal
investigators, the Legal Officer and test participants for the purpose of
obtaining the informed consent of the latter.

5. The medical decision to terminate a test being conducted on an SSD
man-carrying device will rest with a physician or physicians provided by the
MSB. The test participant, principal investigator or computer operator may,
of course, halt the experiment at an earlier moment, but may not, under any
circumstances, defer the medical decision to terminate.

6. Finally, MSB recognizes the need for human research to ad wance the
space sciences, and stresses that its intention is to facilitate and encourage
the safe and productive use of human volunteers carried out in conformance
with the highest moral, legal, and medical standards.

HJA M?&%

JFP Ralph Pelligra, M.D,

PGR Chief, Medical Services Branch
CAR

BP:dc

Copies to:
See attached distribution list

e ) XEPE” R
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X : ‘ (§ 130.37) o ,
iment published in Federal Register: PART 130--NEW DRUGS--Page 22.5

~sugust 30, 1966; 31 F.R. 11415 Insert this new page in your reprint.

* §150,37 Con<ent for uac of investina. ) “Not feesible” is limited to cnses .
tional lrxcw‘.dru;:u on humans; slatc-  (here the Investipator Is not capable of
_ mentol policy. obiaining consent because of inability to

(n) Scction 505¢1) of the nct provides communicate with the paticnt or his
that rerulations on use of investizationzl — representative; for example, where the
new arugs on hunman belngs shall impose  patient is in a coma or 15 otherwise ine
the concition that investizetors “obtain  capable of piving informed consent, his
the conscnt of such human belngs or  representative cannot be reached, and it .
thetr representatives, except where they I8 imperative to administer the drug
deem it not feasible or, in thelr profes-  without delay.
slonal judement, contrary to the best (7) “Contrary to the best Interests of
interest of such human beings.” such human beings” appiles when the
(1) This means thet the consent of  communication of information to obtain
such human beings (or the consent of  conscnt would seriously affect the pa- o
taelr representatives) to whom investia  tient's discase status and the physiclan .
gallonal drugs are cdministered pri- has exercised o professional judrment
marily for the accumuletion of sclentific  that under the parlicular circumstances
knowleds:e, for such purposes as studying  of this patlent's case, the patlent’s best
drug behavior, body processes, or the interests would suffer if conscnt were

! _course of & Glsease, must be obtained fn sousht. S

O . ali cascs and, in ali but cxceptlonal (h) “Consent” or “Informed consent” . o .
cascs, the consent of patients under  means that the person involved has legal | : : o
treatinent with investigational drugs capncity W give consent, is so situated as '
must be obtained. to be obie o cxcrclse {ree power of e

choice, and is provided with a fair ex-
planation of all material information
" . ”» concerning the administration of the ] )
théc()ulng:id:;s:ag::%?i?xz l:izgci&}:c,:‘l investinational drug, or his possible use . . e o
drug for either diagnostic or theipeutic 53 ?mcg(:}:t(:lﬁ &f1?d331$§ ;‘;‘& tlﬁsx?v;iylf -
purposes constituics responsible medical L t e l‘ ‘ d 1 tirational
Jucyment, taking into nccount the avadl- é;%llcss'mgs §§€fc¥celzgxcntllxy:;\xigg ‘:{l‘“e
it h i GTuT o g 'S a
gtl‘sih;y df&;i:‘f,f&:gmﬁ%i;g{ ;?:t:l:lxr:é tefore the acceptance of an afliirmative
tocmn orson to whom the tnvestiga.  Gccision by such person the investizator
th nalcd?uf- i{s to be n‘d'nln‘.stcred should make known to l:iim the nature,
o(d) "F':Ecptlonnl c:;scs " o8 azad In durgtion, and purpose of the administro-
paragraph (b) of this section, which ex- g&'éhgfl ;ﬁg’ m“c‘:ﬁ‘?’l‘fm‘é‘g‘ﬁl ?tnfsc ;boul])g
ceptiona are to be stiiclly applied, pro - | -0 tetered: ‘u m" 1 d
* eanscs where 1t s nob feasible to obtaln : ;“f,“ nd: red; “m t°°é‘:°“_°“°§:d an
the patient’s consent or the consent ol anar t‘:a‘?“‘: yh 0 °i‘ip°%1 , ‘";
s reprosentative, or where, as 6 matter &‘zup‘;‘:s onem :_; ] ewus?: n‘;pfcgil\tr%l 'ut}r?o
of professional Judsm?{xt gxercls:i:d ‘é‘ the  yistence of alternative forms of ther-
best interest :)é o tza.n cular i1;9. c?ﬂﬂ“g; opy, if any; and the cfiects upon his
der the Investigator's care, 1 WO _health or person that may possibly come
contrary to that patient’s welfare to ob«  from the administration of the Invest- |

- tain his consent. . gational drug. Sald potient's consent .-
(¢) “Paticnt” means & percon under * shall be obtained in writing by the In-
treatment. + vestigator. ) S : -
o ~';“
: i ' '
P '
b ,

O rt  PoaE S btar Sy e g 0 opiram e

N e syt s s o ey e . - .



" Memorandum for Assistant Director for Life Soiencos, 2007 °

Subject s _Discussions at NASA Tleadquarters in comncction:’ "

~:&V - Tt - —— l__M. ) : . Jt.f.l_}(, - o ) Coen s
. . .. ‘ o . . ¥ P - _;( . (4‘_‘,'._ LA ‘.,&‘. - .’ I N , . 1
"+ NASA = Ames T ' |

i.u":va’ﬁ/2/57.“

Lo %7 Moffett Ficld, Californfa ' ©
w777 November 28, 1966 - - -

Coa ..'~

with agency-wide instructions governing human
research . . . . R

Concerning the above, three days of mcetings were neld

. at leadquarters with representatives of the NASA General = -
" Counsel (Messrs Gross and Stolusky):; a represcntative of tho -

NASA Office of Manned Space Flight (Mr. Herbert S. Brownstein) -

"+ and the Assistant Director of the Occupational Medical Divi-'
~sion (a Dr. Estes). As a result of the mcetings the proposed,

lcadquarters Instruction of 20 October entitled "Iluman Ro- z“,?%?‘
secarch Policy and Procedures" has been replaced with the

'.attached draft instruction entitled "Use of Persons in Acro- S

. space Roscarch". The attached draft instruction embodios -

. Instruction. The ARC approach, as proposcd by the Life . ...,
. '+ Scicnces Division, is embodied in Paragraph 4A(a) of the "= . .

the policies and approaches of Amos management. Specificall 17;“‘
in this regard: C L L R RPN

Ve s

1. the Instruction extends to rescarch performed byﬁff ?ff:“i‘

contractors and grantees of NASA as well as research pore . .. - .
formed "in-house", by Government.officers and employees; . '

2. no minimum age for subjects is specified in theff€

araft; .

. 3.  authority for making”"Dotcrminations"'within’tho‘ﬁj;QQ*'

"' meaning of Paragraph 4 of the Instruction may be delegated*';;f.fa
. -by an Installation Director; .- o IR R

4. +the Instruction contains minimum agency-wide re~ .=~

quiremonts. Respective NASA Installations will issue

implementing directives which establish specific procodureswfﬁﬁi
keyed to tho functional tdsks of the Installation involved.. . =
Mr, Rathert's proposed memorandum, .therefore, should be DR

~ecast as an ARC d;roctivoawhigh'implomentsjtheﬂﬂoadquartersjf’ 7 v

jnstrucglone. . o e

e o v o e ks s i i kb e

s o .t



from the approaches agreed upon by Ames management.

- . for ARC to operato

-Le. G. Dright, 200-2, w/cnel
. A. Freeman, 200-13, w/cncl -

-~ J. F.iarsons, 200-2, w/cnel: .. o7
- R. M. Patton, 239-2, w/enecl . 7.

" G. A. Rathert, Jr.

s+ I, Sandler, 239-4A, w/oncl .
.*. . 8¢ N. Stein, 200-9," w/encl

'A:“‘JHGiazer:§awﬁ;u,

R (SN

IExcept for Paragraph 8 which is a new provision, the
attached draft instruction contains no substantive changos
After
certain minor editorial revisions are made, the attached
draft will be circulated throughout NASA for coordination. = i
Since scveral months will elapse bofore a final instruction |
is published by llcadquarters, perhaps in the interim it would - -
be advisable for Ames managemont to follow, as a matter of
ARC policy, the proccdures get forth in the attached in-
struction. In'my opinion there is some immediate requiremen
under- such procedures at this time. - = . -

i . L ‘T‘Originczl‘ui‘gi:n‘ed' CFE A e B :
e R . Js Henry Glazer” @ ='on 07,
; Sio4J. Henry Glazer .. v '*,
o pi ¥ - Chief Counsel: ./ i» -
" Enclosure: L e .
draft instruction ¢
cct - : ) ja‘_ §
. S. BE. Delsley, 200-7, w/encl:’ i
J. Billingham, 239-1, w/cncl . ¥
D.-G. Brckke, 200-11, w/encl: 3

E. Ogden, 239-8, w/encl e

TR T, M S T

Pelligra, 210-7, w/encl =~ ..
y 210-7, w/encl

1 o r— A KA Y ST o




- purpose if there exists a likolihood that such use or enploy- g

i

i - . [

MAVAGEMENT INSTRUCTION -

USE OF PERSONS IN AEROSPACE RESBARCH‘.7v?“

1. PURPOSE AND APPLICA”ION

Thig Instruction enunciatea policics and proceduron

rolating to human research with, or involving, persons as ﬁ

subjocts, Applicnblé'to SASA neadquarters nnd all field

in tallations, this Instruction encompagscs any human research
conducted for, or on behalf of, BASA by officers ‘and employeoo_ﬂfV

of the United States, or by contractors, or by granteoa.. j{;jf

- 2. DEFINITION AND SCOPE . L "';._, 1~7f,u57

For the purposc of this Instzuction "human rescareh" neans ji'l‘

"any rescarch, developﬂcnt, taest, experiment, or evaluation f”

procedure on man which may oxpose him to diatrcss. pain,

apairment to health, physical injury, or death," heither

this def;nition nor the gcope of thia Instxuction extends to

‘the use or enploymant of a trained person whcn knowingly fol~

lov;ng-@&s specialized calling or occupation which is goncrallyj¥' j

recognized as ha~ardous including, by way of uescription and

- not linltatzon, the callings of test pilots and astronuuts.

- Nothing contuined hercin, howcver, ahall be construed as "

au»horizinq the use or enploynont of any pcrson for any o

 ment will rcsult in sorioua or permanont injury or death‘ «ma“7

. . G .o : : ¢
LN R X . . ¢ R v, . . e

P 1]
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'lators, haveo bean conducted and evaluated;

iuvolved nox shall any subject be expoand unnecossarily to

: physical pain or nental suffering, ”’

RS

"~ b. that all appropriate preliminary tests, including

tasts using laboratory animals, dunnios, or other human aimu--
that there is no basis fox assuming tha likcli-'

hood of serious, or permanent, injury to the human aubject(s)

- 4. that the inhercne risks, if any, of the resoarch |
propoacd are warranted by the scientific or technoloqical -:?:$:,,
objoctivea to be gained; - Vf;”"
7 e that the voluntary informed consont of each 'fi‘;f
subjoct has boen obtained in writing, conaonant with the
roqguirenonts contained in Paragraph 7 heroof. oo ‘"1 -;Q \?;ft lM?
B. NASA officials who aro authorized to nake tha ccrti~

fication identstied 1n aubpaxagrnph A horoof arec

Lon

O TR A

3 e Y, AT AT A T Y L

T P
R ;
,'2': ' l
3. AUTHORITY SR |
National Aeronautics and Spaco Act of 1958, as amonded b |
' (42 U.s.C. 2451 et. seq. Y B EEERE
A. DETIRMINATIONS - B _ K |
~§'Y.;y‘/ A. " Prior to conducting human iescérch # Fﬂsa~officia1 | o é
‘295\ identified 1n subparagraph B hereof shall certify in writing -11“ E
‘ a. that with respect to nro, sex, and othor matters o ’
(Z) the particular 1ndividua1(s) to bo used as subject(a) for - , ~2J»,l
' rcscarch arae appropriato for the typa of research contemplated:;;'ff 




or his dcsignée.

. ) _ CHdx, v

3.

’

a. for NASA noadquartaié, S ' )

b. foxr NASA field installations, the Director thoroof(_;t

‘5. REQUIREMENTS FOR SUBJECTS

A. A subjcct of human reseaxch within the meaning of thiét“uil‘t‘
Instruction shall be examined by a licensed physician who, Co
with knowledga of the naturc of the contemplated research,

cortifics that such porson is medically qualifiied to Bbrve'as fi‘t‘

" the subjcct thercof At the conc 1usion of the test procaduros,

. hcalth, physical injury, personality or emotional dinorder,

by a subjoct, shall be deencd and considcred by tho. National j

" Acronautics and Space hdministration as void ab initio.

- ishs of such roesaarch and has freely manifested hia conscnt

_hcroin ba construed as a waiver by a subject of any rights

‘rasearch. Any instrurent of waiver, it otherwmae executcd

the subject shall be ra-examined by a- llcensad phyaician. :'“:?

L. No subject shall bo asked to waive, nor shall anything “}“

which may ariso in connoction with any strcgn, dawage to

.or death that may be suffored by the subject as a :esult of 7*3'":

- Cs WO person may serxve as a subjact of hunan research .

aantil he has been fully apprised of the nature, purpose, and "foﬁ'

: in acco:danco with Paragraph 7 of this Instruction, and in éfff“?

" no cvent may any peraon serve aa a.aubject of human roacarch

ol
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a4,

unless cuch porson has lecgal capacity to‘givg his voluntary':

informed consent.

D. No person may se¢rve as a subject of human xrescarch -

NP

unless he has first been prdvided porsdnally.wlth a copy 6f"f{fc

" this Ingtruction and cortifios in writing that’ he has read._‘<,

© and that he understands, thia Instruction.

~tho human rescaxch unless, and until. guch subject withdrawz»h!f;f:*r[
. his coasent in accordance with aubparagraph be horoof, or

_until the :esearch is otherwise terminated.

O

' understands the nature, risks, and hazards of the research as . ..

'E. Service as a subject, if otherwise consistont withsz‘f

the foregoihq provisions of this Paragraph, shall be con--7:‘

sidered a duty of thc'individual”shbject involvad to be

porformed undor the direction of the inVcStiqntor conducting ,ffnif

6. CO'\IDUC oF PROCTDUREa

luman rosearch within tha meaninq of this Instruction mayJVZ{V‘ -

be conductcd -,

A.',Only by a responsible traihed’investigator who fully fffiif[‘

'wall as the specific scientific objectivas to ba achioved.

- B, 'Only\if a licensed éhyaicién ia ivmediately available . ¢

. at the situs of tha research throughout the conduct thoroof.jfﬁ.fu’

‘withdraw from the resoarch, and to:minata his participation f

c. Only if the- subjccg nhall have frecuom of action, at 3'

- any . point in tho coursc of . research, to rcvoke his consent,i;i3‘~f

Y

S TII




T

:herein eithor temporarily or pexmanently: Provided, howcvor,'-zf_

thot for parts of the rescarch which cannot be stopped or con-‘T

. trolled by the ancatigutor or suhject, such rescarch may .

proceod but only in strict connonanco with the roquiremants

sat forth in Paraqraphiy'horoof. Tho decision of the subjoct f¢“'
involved, or of the research invastigator. or of tho phyaicianjﬁjf."

‘at situs to torminata, discontinue, and’ atop a human rescarch fﬁgﬂi-'

'V'bindzng and conclusive.

[
tE

fjv,f VOLUNTARY INPORMED CONSENT | |
k-“"-(Note to HQ reviso:é No substahti&o comﬁontg oxcept ~5ffp
that an adaptation of the language in the Nuxembarg
VCode might ba preforable. Thia ia an editorial mattcr )

8. INTERPRITATION

Questions concorning the intcrpretation of this Instruction (R

, 0 ox scopo .of application thereof ’ nhall be reforxed to counsol

at NAQA hoadqunrtera or at field inatallationa an app:op:iato.

procCuurc, ox portion thereof, which ia nuscoptlble to controlﬂrﬁﬁ

shall ba obeyod without question and such decision ahall be‘fw?;if,

400
8
‘
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,includod in this explanation:

©

LS,

ﬂf"ﬂ'-‘:t :fln". ."?f S _Attachment A .-

HUMAN RLSEARCH FORM OF CONSENT TR

PART I

To _be completed by the pcrson conducting thae human o
rescarch _ L _ ‘ A

In accoxdanca with NMI ', the’human rescarch for

vhich | ' S 48 to sexve as a subjact
(nnmc 6f“hubject)

has been explainod to him. The'following information wan

{a) - Naturo of the rosearch

'(b{l Durﬁtipnn

’.

b

‘(c) “urvoso '3"""

(@ vamnas 0 vhich the resonzch viLl bo conucted

L]

(o)  Poreseeable inconvenionces,discomforts, or risks:’.
: B X ‘Name and Title. .
[ ‘glgnature . E U

(17 N b




P : v i \LUdx

o

. Qe

b,

,p.discomfort, inconvenienco, nnd hn“m to ny pcrson

c.»

" 'participate, as 'a subgect, in tha hunan research
,i’cwﬁlained to me as described in Part’ I of this
" Form. _ S o |

.I an aware of, and understand. the potcntial hazards,“.

“discomfort, inconvenience, and possible harmful

" tion and those which are foroseeable havae been

.'jiexplained in detail to me by a ‘trained invoatigator

" aware of the possibility that unfo:oseen hazards,_‘fﬂf”“

' I.acknowledgo that my consont han _baen froely qiven,

j;that z may withdraw this consont at. ny nola eleotion.

S = R
2.
To be coﬁplcted by subject -
_ INSTRUCTIONS TO SUBJECT: RFAD PART I CAREFULLY. IF ' .. i
R .°  THERE IS ANWYTHING IN PART I ~ »~ii.
_..7. YOU DO NOT UNDERSTAND, ASK e
[0 ONE OF THE TRAINED IKVESTI- o
L ..+, . GATORS WHO WILL DE CONDUCTING * . .
'Ll THE RESEARCH FOR AN EXPLANATION. | '
s U 'po O™ SIGN THIS FORM UNTIL

co e e U PART X IIAS BEEN CONPLETED ARD LU

e 7. v BIGHED AND UNTIL YOU HAVE RELAD - )

"o .7 AND UNDERSTOOD TIE NASA REGULA- -
T T TION (WMI _) wiIcH IS

APPENDED TO THIS FORM. :

. I hercby agroe, ‘as a matter of my frec choice. to -

e

. rosults which I may expcrienco from such particxpa- Réfﬁﬁﬂvif

" who will conduct the research, and, moreover, I am--.;{ifvj‘

may ensuc from my participation in the roaearch. '~;f£§ﬁ”ff

v * N ‘ .
Ty L. S W) . Ve
e Y s . ' o o t
LR o, . L
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: ..‘~-‘- - | ' Al " . .‘ | . 4'»:'“ ' M . ) : - ﬁ//{
3.
and that at any point in'timo I may stop the research B
- from procoeding further except with respoct to por- '“'_'
 tions or aaoocts of the research boyond hunan control, :ff
" and these have been oxplainecd to me £ully. o
d. .1 understand that the foregoing declaration by me f;fﬁﬁf
f}ahall 1n Nno way be construed as relcasing NASA. as .

WOll as any contractor or qrantee thereof fxom

<:>‘, j‘<“‘_lianility arising from, or in connection with, tho :

‘ ;human ros earch here involvad. _f‘_ - R }Vgnfi
I certify that I have read, and that I understand,:i
- NI N , . S
f ; . "“?fsignaturo of Subject’
j' “pate T

_<:>  ._  .<;';-"- §'~1f‘v47 —— 11: |
Ccrtxfication of Authori"ing Official

Consonant with the requirements contained 1n NASA bMI
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Test Participants ' Not To ExceediMaximum $15,000, 00
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Harold Mathews, N-241-1
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APPROPRIATION AND OTHER ADMINISTRATIVE DATA

RFP A-13236(DD-22)
Contral Kusadorr  PI,001701C

Yypo of Conizacts Time and Materials
Adninlotictlen Cyn National Aeronmautics and Space Administration

Ames Research Center, Moffett Field, California 94035
saparozriation and Allotiant Chargoeble: 80X0108(67) '

-

Priority Rating:. N/A

Office to Muke Payweont: National Aeronautics and Space Administration
Ames Research Center, Moffett Field, California 94035

Sceurity Classification: Unclassified

lPalph Pelligra, M.D., N-243-1
r

Project Engincer
Contract Administ

ASA USE ONLY

N

FOR 1

i

|Ganeral Provisions: NASA Form 1334 (November 1966) (Time and Material and Labor
Hour Contracts) as revised by Article VIII is attached

hereto and made a part of this contract.
DD:an .
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SCHEDULE

ARTICLE I

Statement of Work

services to provide
ttached Statement of

shall furnish all necessary
13236A, dated Augus£

in accorxrdance with the a
t Test Participants, RFP A-

The Contractor
test participants
Work for Experimen
i4, 1967.

ARTICLE II

period of Performance

The contract period of performance shall be from date of execution
by the Government uatil one year thereafter, : :

ARTICLE III

Consideration and Payment

.

A, Notwithstanding any other provision
than TWO THOUSAND FIVE HUNDRED DOLILA
pended without prior written authoriza

s of this contract, not more
RS ($2,500.00) shall be ex-
tion by the contracting Officer.

The billing rates for test participants shall be as follows:

B.
pegree of Risk (To be determined by the Technical Rate Per Houtr -
: .~ Monitor and specified in Attachment N
A, "Human Research Consent Form"
Medium 5.41
Low 4,06

ovide additional test: participant time
he Contracting

¢. The Contractor agrees to pr
if so requested by t

during the period of performance,
officer and if additional funds become available and allotted

to this contract. However, in no event will the total contract
amount exceed FIFTEEN- THOUSAND DOLLARS ($15,000.00) .

avoices shall be submitted in quadruplicate (an
original and three copies) and shall be made out to the office
designated to make payment, marked: "Attentionm, Fiscal Officer"

. gnd delivered to the Contracting Officer.,

D. Contractor's i

-1- Negotiated Contract NAS2-4397




ARTICLE IV

Acceptance and Consent of Test Participants

Prior to conducting any testing, the Director of Amcs Rescarch
Center or his designce shall certify to the acceptability and
consent of test participants. Such certification shall be made
in writing and include the following:

1. That with respect to age, sex, and other matters, the
particular individual(s) to be used as subject(s) are appropriate
for the type of rescarch contemplated;

2. That all appropriate tests, including tests using labo-
ratory animals, dummies, or other human simulators, have been
conducted and evaluated;

3. That there is no basis for assuming the likelihood of
serious or permanent injury to the human subject(s) involved,
nor shall any subject be exposed unnecessarily to physical pain
or mental suffering; '

4, That the inherent risks,‘if any, of the proposed research - . =

are warranted by the scientific or technological objectives to

" be gained; and

5. That the informed consent of each test participant has
been obtained, :

For the informed consent of test participants to be obtained,
as stated above, the following procedure shall be followed:

The Technical Monitor shall provide in detail the infor-
mation called for by, and in the form of, Part I of '"Human Research
Consent Form," attached to this contract and made a part
hereof, and referred to as "Attachment A.'" The Technical
Monitor shall execute Part I of such form, and assure that such
"Human Research Consent Form" is furnished to the test parti-
cipant involved.

2. The test participant shall be asked to read both Part I
and Part II of such "Human Research Consent Form.," Part II
thercof shall be in the form set forth in Attachment A, The
Technical Monitor or a trained investigator designated by him,
shall be available to answer any questions of the test participant,

3, Thereafter, if the test participant consents, he should
s0 signify by executing Part II of the 'Human Research Consent
Form," which thereafter shall be transmitted to the Technical
Monitor.,

.2- Negotiated Gontract NAS2-4397
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It is understood and agreed that the test participant's
consent shall be entirely voluntary on his part.

ARTICLE V

Release of Information by Contractor

Information obtained from or developed under this contract shall
not be released until approved by the Office of the Director, Ames
Research Center. Proposed publicity releases (for public relations,
advertising, or marketing) shall be coordinated with the Public
Affairs Officer, Ames Research Center.

ARTICLE VI i

Employees of and Responsibilities\of the Contractor

The Contractor shall comply with all applicable Ames Research Cehter
Regulations and procedures, including but not limited to the

“established working hours and closing for legal holidays.

The Contractor shall designate a representative authorized to '
receive and execute, on behalf of the Contractor, such notices
and directions as the Contracting Officer may issue under the terms
of this contract.

ARTICLE VII

Technical Monitor

The Technical Monitor will be designated by the Contracting Officer.

Such designation may be changed or revoked at any time upon written

notice to the Contractor from the Contracting Officer, The chhnical'

Monitor will represent the Contracting Officer in the technical
phases of the work. Any direction of the Technical Monitor to be
valid: (1) Must be issued in writing consistent with the general

scope of the work set forth in this contract; (2) may not constitute

new assignment of work or change in the expressed terms, conditions
or specifications incorporated into this contract; (3) shall not:
constitute a basis for any increase in the estimated contract cost
or extension to the contract delivery schedule, o

ARTICLE VIII

.Alterations In Contract

The following alteratﬁﬁns have been made in the provisions of this
contract:

Form ARG 361 (May 67), Alterations to General Provisions and Fbrm
ARC 432 (5/1/67), Change to General Provisions are attached hereto
and made part of this contract, : ‘

.3~ Negotiated Contract NAS2-4397
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Form ARC 538 (Nov. 66), entitled “Changes" 1is added and Clause No. 3,
entitled "Changes (June 1966)" in NASA Form 1334 (Nov, 1966) is delcted.
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The rights and obligations of the parties to this contract shall be subject to and
governed by the Schedule and the General Provisions., To the extent of any incon-
sistency between the Schedule or the General Provisions, and any specifications or
other provisions which are made a part of this contract by reference or otherwise,
the Schedule and the General Provisions shall control, To the extent of any incon-

sistency between the Schedule and the General Provisions, the Schedule shall con-
trol.

The Contractor represents that aggregate number of employees of the Contractor and
its affiliates is: |___] 500 or more, [ ] less than 500.

IN WITNESS WHEREOF, the parties hereto have executed this Agreement as of the day
and year first above written,

THE UNITED STATES OF AMERICA

By
(Signature)
(Contracting Officer)
CONTRACTOR
Massey Temporary Service, Inc,
(Name of Company or Individual)
By
(Signature)
(Typed Name)
(Title)
480 Lytton Avenue
Palo Alto, California 94301
(Address)
NASA Form 437-1 (4/59) Negotiated Contract NAS2-4397

D)
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NATIONAL AERONAUTICS AND SPACE ADMINISTRATION
AMES RESEARCH CENTER
MOFFETT FIELD, CALIFORNIA 94035
STATEMENT OF WORK
FOR
EXPERIMENT TEST PARTICIPANTS
Statcment of Work No. A-13236A August 14, 1967
I. SCOPE

The Contractor shall provide test participants for a series of experiments
utilizing various man-carrying devices such as centrifuges, environmental
chambers, rotating devices, treadmills, vibrational devices, airplane
simulators, etc. The total number of participant hours will not be less
than 500 or more than 3000 under this contract. Individual tests may
last days, weeks, or months depending on the quality and quantity of data
desired and obtained. Approximately four hours participation per day,

two to five days per week, during the test period will be required from
cach participant. "In no event shall a test participant engage in

testing under this contract for a period in excess of forty (40) hours

per week without the prior written approval of the Contracting Officer,
who may not delegate such authority.' During the contract period, the
Contractor will be expected to maintain a list of at least ten people

who will be available upon two weeks notice for a given test. Regular
attendance at all scheduled test sessions is required of a test participant.

A. Place of Performance - All tests will be performed either at the Ames
Research Center, Moffett Field, California; at any test facility
operated by the Government; or at an accredited medical facility,
depending on-the requirements of the specific experiment.

B. Medical Suvervision - During test preparation and test operationms,
the participants will be under the direct medical supervision of a
licensed physician acting as the Government Medical Monitor, The
test participant will be provided with means to terminate any test
for reasons of physical discomfort.

C. Subject Payment - Test participants shall be paid not less than the
following, according to the degree of risk, as determined in advance
by the Medical Monitor:

Low hazard tests - $3,00 per hour

Medium hazard tests - $4,00 per hour
High haz?id tests - $5,00 per hour

1. Minimum Test Period - A minimum test period of three hours shall
be accredited to each test participant for each test session’
attended, Fractional parts of a test period, in excess of the
minimum, shall be in jncrements of 15 minutes, o
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2, Payroll Preparation - The Contractor shall prepare all payroll
forms, and the test participants shall be paid by the Contractor
within 30 days of any test session. !

Physical Fxaminations - Test participants shall pass a physical
cxamination as specified by Government Medical Monitor prior to taking
part in any testing. Upon completion of any testing, cach participant
shall submit to a sccond physical examination as specified by the Govern<
ment Medical Monitor. These examinations will be performed at the
Dispensary, Ames Research Center, Moffett Field, California. Any spe-
cial medical examinations which cannot be performed at the Ames Dispen-
sary will be performed at an accredited medical facility on written
direction from the Technical Monitor and charged to the Contractor
if funds are obligated for such purpose. Time spent for the purposc
of taking physical examinations prior to the commencement of testing
will not be reimbursable under this contract.

ZFavel - In the event that test participant travel (in excess of 50
miles from the Ames Rescarch Center) is required in the performance
of this contract, the Government, at its option, may provide trans-
portation to the test locations, However, upon at least 48 hours
notice by the Contracting Officer, the Contractor shall provide

tracting Vil

transportation and travel expenses for the test participants subject
to reimburscment as follows:

1. Travel Costs - Contractor-provided transportation shall be
reimbursed at the following rates: :

Actual Cost - Air, rail, or bus fare

$0,08 per mile - Contractor private Auto,

2. Per Diem - Test participant travel cexpenses shall be reimbursed
at the rate of $16,00 per day per employee for overnight travel,
‘and at the rate of $4,00 per day for travel over 10 hours, but

less than 24 hours.

Insurance - The Contractor shall procure and maintain workman's
compensation that will cover each employee working under this con-
tract, employer's liability, general 1iability, and auto liability
insurance with a minimum 1imit of FIFTY THOUSAND DOLIARS ($50,000,00)
per accident per individual, The Contractor shall be responsible
for his insurance carrier(s) submitting a certificate of insurance
to the Contracting Officer including a statement that the Conttacting
Officer will be notified in writing thirty (30) days prior to any
cancellation or material change in the policies affecting the interests
of the Government during the term of this contract. :
TEST PARTICIPANT QUALIFICATTONS

A. - Age - 21 to 40 years

B. gififfﬂfhifl' United States

Cc, Availability - Available for intermittent duty over contract
————  period .

D, Physical Examination - Capable of passing a physical examination
T as specified by the Medical Monitor.

-2‘
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Consent - The test participant will be required to cxcecute

a "Human Research Consent Form'" as sct forth in
Attachment A, consonant with the procedures out-

lincd

in Article IV, of the coantract,

Whereas the execution of such consent shall be
entirely voluntary on the part of the test partici-

pant,
tions

nevertheless he cannot meet the qualifica-
for taking part in testing unless he does give

such informed consent.

The form for comnsent and content of Attachment A which is incore
porated as part of this Statement of Work is as follows:

ATTACHMENT A '

HUMAN RESEARCH CONSENT FORM

PART I (to be completed by the Technical Monitor)

In accordance with NASA-Ames policy, the human research for

(Name of Subjecct) is to serve as a subject has

been explained to him, The following information was included

in this explanation:
(a)
. (v)
(c)
(d)
(e)
(£

Date

Nature of the research:

Duration:

Purpose:

Manner in which the research will be conducted:
Foreseeable inconveniences, discomforts, or risks,

Degree of Risk (specify whether "High" "Medium"
or "Low"),

Signature

Name and Title

Part II (to be cédpleted by test participant)

Instructions: Read Péft I carefully. If there is anything in

Part I which you do

not understand, ask the Technical Monitor or

a trained investigator designated by him for an explanation,
NOTE; Do not sign this Part II until Part I above has been com-
pleted and signed by the Technical Monitor.

(a)

I hereby agree to participate, as a subject,
in the human vesearch described in Part I of
this form,

-3e
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(b) I awm aware of the possible harmful consequuicss
that may result from such participation, and that
such participation may -otherwisc causc me incon-
venience and discomfort. .
(c¢) 1 acknowledge that my consent has been freely
given and that 1 may withdraw my consent at
any time.
The foregoing shall not be construed as a release of NASA
from any future 1iability arising from or in connection with
the tests in which I am to participate as a subject.
- Date signature of Test Participant
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APPENDIX #9

NASA - Ames

Moffett Field, California
April 20, 1967

MEMORANDUM for Mr. Loren G. Bright
Executive Assistant to the Director, 200-2

From: J,., Henry Glazer
Chief Counsel, 200-11

Subject: Draft proposal by Mr., George Rathert entitled:
"General Administrative Procedure for the Ames
Research Center Manned System Simulation Fa-
cilities"

The above proposal by Mr. Rathert must be considered
within the context of a previous proposal for NASA-wide
application which was cast, by ARC, in the form of an "NMI"
and submitted for consideration and approval to NASA Head-
quarters, The proposed NMI generated at ARC, and approved
by all elements of Ames including General Management, is
entitled "Use of Persons in Aerospace Research" (herein-
after called the "agency-wide proposal"). To the extent,
therefore that the "agency-wide proposal' represents the
position of Ames General Management and is now undergoing
consideration for approval at Headquarters level, it must
be discerned whether the above draft by Mr. Rathert is
consistent with the agency-wide proposal formulated, and
espoused, by ARC.

Mr. Rathert's proposal is not consistent with the
"agency-wide proposal" for the following reasons-

1., The agency-wide proposal contains a definition
and scope of application for human research,
The categorizations in the Rathert proposal
based upon '"degrees of risk" (viz: categories
I, II, and II) are not valid tests for deter-
mining whether a given activity involving
"human research' falls within the scope of the
definition set forth in the agency-wide pro-
posal,

2, The Rathert proposal should be cast as an im-
plementation of the “agency-wide proposal’ and
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should be responsive to the information therein.
Apart from leading the reader immediately to the
agency-wide proposal, this approach would avoid
redundancy and inconsistency. For example, para-
graph 6 of the agency-wide proposal indicates
that a "responsible trained investigator" and a
"licensed physician" must be at the situs of the
research., The Rathert proposal indicates in
paragraph 1b(3) that "there must be at least two
physicians involved", 1In a similar vein-

a. the documentation requirements in paragraph
4 of the Rathert proposal are inconeistent
with paragraph 6 and attachment A to the
agency-wide proposal

b. the functions of the "Medical Review Board"
as set forth in the Rathert proposal (para-
graph 3) are not responsive to the '"Deter-
minations" required under paragraph 4 of the
agency-wide proposal

c¢. the selection of human subjects under para-
graph 4 of the Rathert proposal appears to
proceed independently of meeting the basic
requirements for use and selection of sub-
jects as set forth in paragraph 5 of the
agency-wide proposal,

In addition to the above, the following comments and
criticisms are offered:

3.

Paragraph 3 of the Rathert proposal discloses
that a "medical" review board will, among other
things, approval or reject proposals to proceed
with a given line of research., Why a "medical"
review board? This departs from the '"jury of
peers'" idea espoused in some of the literature
concerning approval, "to go ahead", with a line
of human research. The '"Board'" should be com-
posed of laymen as well as scientists; this is
not to say, however, that laymen should be in
the majority. I believe that it would be a
healthy system of "checks and balances' if one,
or a couple of, laymen served on the board.

And if a given line of "human experimentation"
is simply at way with their "good common sense",
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the laymen involved should vote against it not-
withstanding "scientifically conclusive" arguments
that the experiment ought to proceed, The Board
should not be a '"blue ribbon panel" of scientists.

Paragraph 3 e indicates that ARC accept, in
categorical situations, the recommendations of
review boards of other agencies in lieu of the
ARC review board, This is unsound, The attempt
to mortgage responsibility here will in no way
exonerate Ames from legal liability in the event
of misadventure.

Paragraph 4 contains documentation requirements
and specifies to be included in consent forms.,
To the extent that documentation requirements
and actual specimen consent forms are contained
in the agency-wide proposal, the necessity for
much of this paragraph is drawn into question.

A cardinal criticism of the Rathert proposal is
bound up in the requirement, set forth in Para-
graph 1b, for ARC investigators, consonant with
the "intent" of the ARC Director, 'to ensure

that all research conform to the principles and
practices expressed in the attached documents

A, B, and C"., These are Air Force, not NASA,
documents. This negates the whole exercise of
even formulating, as ARC has done, a proposed
agency-wide NMI instruction. NASA must formulate
its own principles and practices. Apart from
this, Document A contains a formal Air Force
abstract entitled "Human Experimentation" and
there is annexed to the abstract a bibliography
containing a list of NINETY-NINE books, periodi-
cals, and other technical references which advert
to human research. It appears to me that if an
ARC investigator is obliged to '"conform to the
principles and practices expressed' in these
documents, that unfortunate person would, as a
minimum, have to read them. Once again, the
instructions for ARC which govern human research
should emanate from two completely self-contained
documents (a) an agency-wide regulation and (b)
the ARC instruction in implementation thereof.
The reader should not have to rely upon various
documents, external to NASA, for purposes of
discerning agency and ARC practice im connection
with human research, '

HIGlazer:caw 4/21/67
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1. PURPOSE AND BACKGROUND T \

a.

V/I as "Category II or I;T," it must be assured and documented

LSy, . ol x

- P A
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DRAFT

GENERAL ADMINISTRATIVE PROCEDURE o

‘ ~ for the ' i ‘
AMES RESEARCH CENTER i

MANNED SYSTEM SIMULATION FACILITIES

This document describes the General Administrative Procedure

for test programs to be conducted in the facilities of the

Ames Research Center operated by the Simulation Sciences Division;'
It establishes an Ames Medical Review Board and defines certain

. b
-responsibilities of the organizational units and persons involved.
\ A

By formalizing this procedure, it is the intent of the Director

of the Ames Research Center to ensure that all research under-hisf\ ) b;,,.

cognizance using human subjects shall conform to the principles. P\‘q‘/

and practices expressed in the attached documents A, B;-and C. } :

Inplicit in Qﬂis procedure are three mandatory conditions for the

use of these fac}iities:

(1) Research proposals to uée human subjects on the subject
facilities must be systematically reviewed, indepeﬁdent

of the originator.

(2) Where the degree of risk is significant, defined hereafter

that all participating human subjects have been appropriately

seleated, have freely given their {nformed consent, and have

the right to withdrav at any time, .

g
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t/(3) When medical research of sufficient risk, defined

hereafter as "Category II or III," is being conducted

on the subject facilities, tpere must be at least two

physicians involved, one concerned with the welfare of
‘ thg subject, and one concerned wiﬁh the sound conduct

of the research. These cannot be the same pcrson.

.The Chief of the Simulation Sciences Division is responsible for ';'

operating the equipment under his jurisdiction in accordance with |

the following procedure, with NMI , and with such temporary

~or special restrictions as may be imposed by NASA Headquarters or’sf Ef«\,”

- the Director of the Ames Research Center. His decisions in this »j‘

proéess are subject to appeal for review by the Office of the

Director through the cognizant Assistant Director for Research. | . ‘i i’

PLANNING AND PROGRAM PROCEDURES

a.

N :
‘Figure 1 is an outline of the Planning and Program Procedure. The

first formal document is the Proposal, a Memorandum for the Chief,

Simulation Sciences Division. This memorandum wi;l present the

project protocol in sufficient detail to assess the resources reéuiréd,
to support any unusual priority claims, and to evaluate the medical
risk and provisiohs therefor. Generation Bf the Proposal document: is

P
.‘,,

the responsibility of the originating organization, however, prellmlﬂary

Vplannlng conferences dlrectly with the branches concerned in the

‘Simulation Sciences Division are encouraged for projects of appropriate:

magnitude, | ,:
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(3) Category III - A determination that the degree of risk

- NG

et *- ' gk
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As the second step, the Chief of the Simulation Sciences Division

will review the Proposal with appropriate consultation and place -

the Proposal in one of three categories:

(1) Category I -~ Negligible risk, either no medical superviaioh o
is required'at all or the in%estigator and normal first aid

provisions are adequate.

(2) Category II - The degree of risk requires services of a
Medical Monitor and documentation of the subject's parti-
cipation as defined in Section IV. The Medical Monitor

must be a licensed physician and may not be the investigator. = '

requires medical review of the Proposal before proceeding

further.

\’guJ:

W et be eneniation ' e P
" -This deedeien will be a subjectlve Judgment based upon the crlterla -;' L

 of equipment capability, experience (including the demonstrated "} ;@fA“

~and the purpose of Category III is to enforce an independent review"

and the proposed, level of subject information and sophistication.
The Simulation Sciences Division Office will maintain up-to-date

documents describing the pe:formance specifications of the equipment,

failure mode analyses of the equipment, summaries of precedent experience

at the Amnes Research Center, and summaries of end points and criteria'

for termination in the ljYerature. It is recognized, however, that' -

'by definition cumulative experience never catches up with research o

of those proposals for which there is no adequatq}or clear end poiﬂta

__-,.‘-—- “vae

( precedent .and the proper determination is in doubt.

- capability at the Ames Research Center), physiological end peints, :1ff:f l“f
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d.

(3) personnel, including subject requirements SR i

The cognizant research D1v1sxon Chief will next be informed of the o

category of the Proposal to permit appeal if desired. Category I P E
Proposals will then be regarded as approved when signed by the

(

Chief of the Simulation Sciences Division. Category II Proposals
will be referred to the Chief, Medical Services Branch for concurd_ .

rence and planning and then be regarded as approved. Category III..,i'"

i
e

Proposals will be referred to the Ames Medical Review Board for =+ ‘' =

review as described hereafter.

Approved Proposals next will be sent to the Chief of the Simulution ;”k

. Experiments Branch or the Simulator Computer Systems Branch as
appropriate for completion. In the case of the former, Proposals of e

appropriate magnitude (including all Category II and III) will require

a second document, the Project Development Plan. This document,:to._’i'
be prepared Jointly by the Simulation Experiments Branch and the
investigator, will stipulate:

(1) experiment protocel, including medical monitoring, instrumen- .

tation, and criteria for termination

(2) equipment configuration

(4) data reduction requirements >‘ S L
(5) progress report requirements

(6) schedule of events .@,.[

1) Experiment, Manager (usually SEB personnel may be ,
T investigator by agreemunt) ‘ = R
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‘and Division Chiefs, and as stipulated, the Ames Medical Review

Y P

"~ W ' ' .
bl B . ,"('-v-./o,/ié

The ProJject De#elopment Plan will then be submitted for review

and formal approval by the investigator,,the Research Branch

Board or the Chief, Simulation Sciences Division.

The Experiment Manager will then use the approved Project Develop; :
ment Plan as the basis for coordinating and implementing the technical
support of the experlment through approprlate memoranda, work orders,'
and flight and szmulator requests generally indicated on Figure 1,
which is intended to represent current normal operating procedures

and responsibilities at the Ames Research Center. L v

3. MEDICAL REVIEW BOARD

' a .

There is hereby established an Ames Medical Review Board consistiﬂg’_ﬁ

of the following members: L

(1) Chief, Simulation Sciences Division, nonvoting administrative "‘ 

chairman (George A. Rathert, Jr.)

(2) Chief, Medical Office (Dr. Seymour Stein) M9

‘ ] . ,

(3) Chief, Medical Services Branch (Dr. Ralph Pelligra) MV .

(4) Dr. John Billingham M) SO
(5) Dr. Eric Ogden _ ?&WAQWQ)V

fun(é) Scientist designated by the Assistant Director for

'The functions of the Ame$%Medical.Review Board are:

Life Sciences

. '
- .
i H

»!Lv'v’

‘y

(1) To review proposals to use facilities operated by the Simdlatiohi?‘,‘”'

Seiences Division which have been judged by the Chief of that |
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Division to be in Category III as defined above. To decide
to reject or approve,with or without stipulations, such
Proposals and supporting presentations on behalf of the
Director of the Ames Research Center in accordance with _
established principles and practices of résearch using human
subjects and their own best Jﬁdgment. In cases of necessity -‘,i' Y

: ‘y
to select and arrange for a jury of medical specialists and v>¢’”

. Q:w Uv
refer such Proposals to them for adjucation.
1 . _ v (\\
?<:> (2) +eeveviee.. ) Director's Office may want to specify otherg/’ coe A
' functions such as reviewing non~SSD research_ L %y&v

L\ ]

(3) «ecevieeves ) or annually inspecting the Category I and IIl Qurand .

decisions. . Q)nygi

c. The Ames Medical Review Board is authorized to seek, through the S
Office of the Director, the services of private consultants or othef"J

' Government employees to assist in performing the above functions.

d. Proceedings of the Ames Medical Review Board shall be permanently

recorded and subject to review by the Office of the Director.

Where other U. S. Government agencies are using the subject facilities,
the Chief of the .Simulation Sciences Division is authorized to accept
the evaluation of a duly cBhstituted Medical Review Board 6f that -

Agency in lieu of a review by'the Ames Medical Review Board.

L. SUBJECTS FOR HUMAN RESEARCH - DOCUMENTATION REQUIREMENTS

a. Placement of research propésals in Category I as defined above .
- implies de facto recognition that the subject is particiﬁating volun=-
‘térily and may withdraw at any time; however, in view of the negligible_'

risk, no documentation with respect to the subject is required.
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b. Human subjects for Proposals in Categories II and III as defined ji;)
above must‘be appropriately gelected, briefed on the experiméﬂt '
protocol and the likely hazard to the begt ability of the |
‘investigator, be participating voluntarily, and be able t6 termi- ..
‘natel their participation at any time. Satisfaction‘of these
requirements must be evidenced by a third and final document, the

Consent Form, before tests can be conducted.

c¢. The Consent Form shall include, preceding the witnessed voluntary
<:> . consent of the suﬁject, brief statements from the Project Devélopment C
Plan identifying the investigators, the purpose of the research, the’f
subject selection procedure, the monitor instrumentation, and t
criteria for termination. The "criteria fof termination" shallf‘._'u' -
include the fOllowing statements: |
(1) A1 suﬁjects may at any time they desire terminatel an > ' : i' 1 b T
experimental run. :
(2)‘ The principle investigator, the medical monitor, and.the
’ - equipment’ operator (if applicable) also may terminatel a.ny‘
experimental run when their Judgment indicates.
(3) Any stipula;ions by the Ames Medical Review Board.
d. To help observe uniform standards and procedures with respect to ,“.
~Section IV, b and ¢, the Chief of the Medical Services Branch is N

authorized to maintain records of available subjects, help select

and obtain their serviceg; arrange briefing interviews, and super-
2 .

vise the execution of the "Consent Form" as defined herein. The §;.}\
Chief of the Medical Services Branch is required to maintain a

permanent file of Consent Forms for all test subjects his Branch
. L
is required to monitor.

lBj "terminate" it 1s meant that the experiment and apparatus may be brought
to a halt in a safe manner with paramount regard for the welfare of the subject.
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.+ UNITED STATES GOVERNMENT

Memorandum -~~~ RS
TO : See List Below ' R . DATE: Augnst 23; 1967 '.

FROM : G/0ffice of General Counsel

[y v

SUBJECT: Human Research

Copies of a draft NMI relating to "Human Researcﬁ" are o
attached. We would appreciate any comments you may have L
concerning the draft. -

.-

K

One point: We recognize that paragraph 2 of the draft NMI,
- which would make the NMI applicable to those .contracts and .. .
grants in which the NMI is incorporated, immediately gives @ ... i
- rise to questions of which contracts and grants should SR
incorporate the NMI and how such incorporation is to be _
effected. We are working on these matters now. Of course, '
any suggestions would be appreciated.

Any NMI in the human research area will 1nev1tably present
’ - some difficulties. However, we feel that a regulation
. covering human research is important for the protection of -
everyone involved -~ the subjects of the research. the :
lnvestzgators, and the Government.

’ Please'nge the draft your careful consideration.
"f May we have your comments by October 4, 1967,
' e 4 -
N ALY WA
j - Paul G. Dembling
g General Counsel

Attachment

Distribution:

D/Office of Organization and Management

F/O0ffice of Public Affairs

Y/Office of University Affairs .

RB/Biotechnology & Human Research Division

MM/Space Medicine Division L

SB/Bioscience Programs. Division e

KD/Procurement Office : VR
1 Chief Counsels

LBy <l ' c,5@1lhklsbwhu:)kuégqu@fglgg;bcIhudeSbahgtluoi
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HUMAN RESEARCH POLICY AND PROCEDURES : ’

l. DPURPOSE
This Instruction sets forth certain policies and procedures
relating to human research. -

2, APPLICABILITY AND SCOPE

This Instruction applies to all human.research conducted  {

for or on behalf of NASA by:

<:> "a. Any NASA officer or employee; - ' . 1;,j~ , ;
b. Any NASA contractor, subcontracter (at any t;er), or '

grantee, to the extent that this Instruction is R

incorporgted, by reference or otherwise, in the rele-

- vant contract, subcbntract or grant. ) v

3. AUTHORITY N ‘;
Section 203(b) (1) of the National Aeronautics and Space Act;;],g

<:> 4, DEFINITION: ‘"HUMAN RESEARCH"
"As used in this Instruction, the term "human research" "'-- 'u
‘means any test, experiment, or other evaluation procedure ; ‘
in the course of which, or as a result of which, a human ‘,i,bu 3
"subject may be exposed to condltlons which could reasonablyk‘
be expected to cause distress, pazn, lmpairment of health,'w'

~ physical 1njury. persoqality or emotional disorder, or aﬁﬁf

| '. ‘deat'h. ' . o A '




S5.- RIGIUTS OF SUBJECTS

Apart from the obtaining of a proposed subject's consent

in accordance with paragraph 8, no subject shall be asked
to waive any rights that may ari§e in connection with any
injury, loss or death suffered by the subject as a resultb
of human research. ‘ : . 5

6.  GENERAL PROCEDURAL REQUIREMENTS‘FOR HUMAN RESEARCH; WAIVERS

a. Except as provided in subparagraph b of this paragraph,

; <:> ‘ all human research within the scope of this Instructién
shall be conducted only in accordance with the procedﬁresl'
set forth in paragraphs 7 through 12. |

b. 'In some instances of human research, the requirements ;;”,;m ¢5
set fortﬂ in paragraphs 7 through 12 may, for various -

' reasons, not be necessary to protect the subject of

_ such human research. In such instances, upon the

K - request of the principal investigatdr. the cognizant;   ifﬁ , EG

<:> K installation director may, in his discretion, waive -  “?i K év
some or all of the requirements of paragraphs 7 : o i

through 12. |

7. EXAMINATION OF SUBJECTS BY PIIYSICIANS

ae’ ﬁo human research shall be conducted unless a physician,';# ;
‘.having been informed of the nature of the proposed O
human research, finds the subject medically qualified
_thexefor. Such finéing shall be based upon an examiné-b ; 
 tion of a natuyre and scopé believed by the physiéian'to -

be :easonable'unde: the circumstances,
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3.

At the conclusion of the human research, the subject

ghall be reexamined by a physician.

A report of the results of such examination and
reexamination shall be promptly forwarded to the

cognizant installation director.

VOLUNTARY INFORMED CONSENT

Qe

Except as provided in subparagraph b:

(1) No human research may be conducted unless the

subject voluntarily agrees to participate in the

human research, has freely given his informed

pro¥

consent in accordance with this subparagraph 8a,

and has the legal capacity to SO consent.

(2) No consent given by a subject shall be deemed

informed unless, prior to the giving of consent,f*,_- -.

the proposed human research is explained to the

subject in language understandable to him. Such

explanation must include the nature, duration,

and purpose of the human research, the mannerx

in whxch it will be conducted, and all foreseeable K

risks, 1nconvcn1ences, and dxscomforts to the

‘subject that might result fxrom the conduct of the .-

human research. If the nature of such risks,

inconveniencesfér discomforts is not known, this

" must he made known to the subject. 1In addition,

‘the subject must be informed that he may withdraw

from the human research at any time, or, if this

yaei
20

- T T
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 is not in fact the case (because the circum-~
‘stances of the experiment make such withdrawal
"unwise, dangexous, OX impossible) , he must be

so advised.

- (3) Subjects must give their consent in writing in

such form as will indicate that the subject has
been fully informed of, and voluntarily accepts.=,«f
the risks, inconveniences and discomforts which

may be involved.

"Xf the cognizant_instaiiation director, based upon

‘ information submitted to him by ‘the principal

investigator, determines that due to the requiréments

.(; of the proposed human research (e.g., necessity that

the subject be unaware that he is part1c1pat1ng in-an .

experiment; nature of experlment requires use of mlnors),

such research would be seriously hampered by any of
the requirements of subparagraph a, such director may -

waive some or all of the requirements of subparagraphva;l

PROTOCOLS AUTHORIZATION OF HUMAN RESEARCH BY COGNIZANT
TNSTALLATLON DIRECTOR

a.

No human research within the scope of this Instruction =

may. be conducted unless-

(1) The principal 1nvestlgator has submitted to the§y >

‘cognxzant znstallatxon director a protocol pre-- e

pared in accordance with Attachment A. ‘4,' o

< o — T

Ty
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' Each installation director may, in his discretion, appoint.

(2) The cognizant installation director, after con- .

.sidering the protocol of. the principal investigatorx,

i .
[N

authorizes the human research.

b. In determining whetﬁér the proposed human research
should be authorized, the cognizant installation -
director should conéider, among othef things, whether:.ﬂﬂ”
(1) The importance of the objective of the research :{“"

outweighs the inherent risks to the subject. B

: ‘(2) - The subject of the human researxch will be |
unnecessarily exposed to risk of injury, dis->
comfort or inconvenience.

13) The stject or his representatives will receive
~adequate compensation, by reason of insurance,
workman's compensation, or the like,.in the eventh-
the subject suffers any loss, injury or death as S
a result of the human research.

ADVISORY BOARDS

a board to advise him as to matters within the scope of
this Instruction.

LEGAL REVIEW

a. A copy of the protocol submitted to the installation.
| director in accordanéé &ith paragraph 9, or the waiver
| request submitted pursuant to paragraph 6, shall be
. pubmitted tq the appropriate installation counsel's R

office prior to the conduct of the hﬁman research,

TN

& e miean
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13.

A

6.
b. The cognizant installation director shall consult
with the installation counsel's office prior to

acting pursuant to paragraph 6, 8b, or 9.

REPORTS OF INJURIES AND CIANGLS IN PROCEDURFS

The principal investigator of human research within the -

scope of this Instruction shall imﬁediately inform the

cognizant installation director in the event of: |

a. Any injury to a subject.

b. Any deviation from the procedures set forth in the
protocol submitted pursuant to paragraph:le.

IMPLEMENTING INSTRUCTIONS BY FIELD INSTALLATIONS

A copy of any installation instruction, notice, policy
statement or similar issuance implementing this Instructxon

shall be forwarded to the appropriate institutional director.

s

SN

B -
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ATTACHMENT A

_ The protocoi to be submxtted to an installation directox in

accordance with ~paragraph 9 shall provide the follcwing
1nformatlon:

1. The title of the proposed research.

2. 4Name of NASA orqanizatioﬁ.conducting the research;_‘
or fof which the research is being conducted. ‘ |

3. Name and qualification of principal investigator
kand of co-investigators, if any). o

4, Name.and qualifications ofbpersons who:will conduct:

the human resecarch (unless covered in item 3).

5. The purpose of the research, including an explanatxon;‘f

" . _of why the use of human subjects is required.

6. The plan of study.

ptE

7. Historical background of the research, with 7;{;”

references to pertinent scientific literature.f This should d_f

jnclude a discussion of relevant prior research using humans ;259

and/ortanimals.
8. Propcsed safety precautions.
9, Expected duration of the study. (GiQe approximate
peginning and ending dates.) L
10. Expected numbexr of subjects to be used.
ll. The source from whzch subjects are expected to be
oM : .

obtaxned. ,

12, iteria to be used in selecting subjects.

LI
¥

PR PSSO P 4

e, v e Ay i S o e



- o el . . . }‘_JU i

27
200

' ’ - . ' . 3

: '

13. Possible inconveniences, discomforts, p#in, and
‘risks to the subject the research may present. | '

14, ‘will the subject be free tobwithdraw from the
research at'any time? If not, when and why.

15, Wage, salary, or other payment, if ahy, to belpaid
‘to the'subject. '

16. Source (Federal or state compensation acts, insurance, :
other) and general description (include examples of dollar
amounts) of compensation, if any, to be received by a subject ::i

or his representatives in the event of injury. Note: If the 7,’«1 B

RADEATI

human research is to be conducted by NASA employees, this

information should be obtained from the appropriate instalia-}f

.

tion counsel's office.
17. Availability of a physician during the research.

(Indicate whether a physician will be present at all times;

if not, the location of the nearest physician(s) during the
performance of tﬁé research.)

18, What information concerning the human researchvis
intended to be communicated to the subject. (Include

information to be communicated to the subject in the courée f;;' 3

of obtaining his consent. See paragraph 8 of the Instruction.,)
19, The proposed form of consent the subject will be

asked to execute. X | D

20, If a determination pursuant to paragraph 6b or 8b

has been, or will be, requested, the protocol should so indicate. . },g;
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LENRY GUAZER , " Moffett Field, California’ -

. January 15, 1968

MEMORANDUM for Assistant Directors, Division Chiefs, Branch Chiefa;v
and Section Heads :

SUBJECT: Human Research Experiments Review Board

1. Policies and procedures concerning the planning and approval of all
human research conducted for or on behalf of this Center are set forth in
AMM 7170-1, Pursuant to paragraph 10 of this issuance, the Human v

Q.‘esearch Experiments Review Board,is hereby established consisting of
e following members: ‘

1. Chief, Simulation Sciences Division (George A. Rathert, Jr.)
nonvoting administrative Chairman ’
" 5. Chief, Medical Office (Dr. Seymour N. Stein)
3. Chief, Medical Services Branch (Dr. Ralph Pelligra)
4. Chief, Biotechnology Division (Dr. John Billingham)
5. Chief, Manned Spacecraft Simulation Branch (Brent Y. Creer) |
6. Chief, Environmental Biology Division (Dr. Eric Ogden) '
2. The primary funiction of this Board is to submit recorﬁmendationa to
he Director concerning the puitability and advisability of proposed experiments
involving human subjects. Consequently, all protocols required in accordance

with paragraph 9 of AMM 7170-1 should be submitted directly to the Board
Chairman. IR NS

. Julian Allen
~ Director '

NASA o
68/6 AMES RESEARCH] CENTER -
RECEIVED '

JAN 171968

OFFICE OF CHIEF COUNSEL = - '
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AMM 7170=-1
E @ RESEARCH CENTER | January 15, 1968

SECTION

MANAGEMENT MANUAL Lo

PROGRAM FORMULATION

"Human Research - g
Planning and Approval

——

———

1. PURPOSE

- This article sets forth general policy and procedures for the planning and,"
approval of research involving human subjects, : o

2. APPLICABILITY

*

0 This article applies to all human research conducted fér or on behalf of

Ames Research Center by:

a.  Any officer or employee of the United States or any other person, en=-
' tity, or institution. ‘ : ‘ .

b. Any NASA contractor, subcontractor (at any tier), or grantee, to the ' -

extent that this article is incorporated, by reference or otherwise, in .

the relevant contract, subcontract, or g;fant. .
8, AUTHORITY |

Section 203(b)(1) of the National Aeronuatics and Space Act of 1958 as
amended, 42 U.S, C. 2473(b)(1). '

4. DEFINITION: "HUMAN RESEARCH"

Notwithstanding other technical usage, the term'"Human Research," for

purposes of this article, means any test, experiment, or other evaluation o
procedure in the course of which, or as a result of which, a human sub- -

‘Ject may be exposed to conditions which could reasonably be expected to -
cause distress, pain, impairment of health, physical injury, personality
or emotional disorder, or death. —_—

8. RIGHTS OF SUBJECTS .:,_{
Apart from the obtaining of a proposed subject's consent in accordance

with paragraph 8, no subject shall be asked to waive any rights that may 5
arise in connection with any injury, loss, oy death suffered by the subject . ,

T, S. No, 89 l o o l p,“?°.1 °’.4 |
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January 15, 1968 .

ii E:"b

© MATERIAL TRANSMITTED |
AMM '7170-1, Human Research Planning and Approval, sets forth general - ] :
policy and procedures for the planmng and approval of research involving , as
human subjects. | . ' 3

O FILING INSTRUCTIONS N

O Insert the attached in the NASA-Ames Management Manual.

Va
- Avthur B, Freeman

~ Assistant Director for Administration - 4

L)
.«
)
ui
p
. . A
L)
.t .
. . .
’ '
Y
|
)
Al &
K
v \ "
3
— t




IR 4

LHUAX . Cots

a.

b.

c.

_ this article may, for various reasons, not be necessary to protect the

- of the principal investigator, the Director may, at his discretion, waive .

" ments of this article, in whole or in part, with respect to classes of

7. EXAMINATION OF SUBJECTS BY PHYSICIANS

© ject medically qualified therefor. Such finding shall be based upon an .

8 ' VOLUNTARY INFORMED CONSENT

a, .

' , K15
AMM 7170-1 AMES MANAGEMENT MANUAL [ semuscy 15, 1068 . |
as a result of human research, | ' ‘. \_) ’; : f
i 6, GENERAL PROCEDURAL REQUIREMENTS FOR HUMAN RESEARCEH: l. , :
| 'WAIVERS | . | e
a. Except as provided in subparagraph 6b, all human research within the |

scope of this article shall be conducted only in accordance with the pro-
cedures set forth in paragraphs 7 through 12, :

a———t—————

In some instances of human research, thé requirements set forth in -

subject of such human research. In such instances, upon the request

some, or all, of the requirements contained in this article. Moreover,
the Director may, at his discretion, categorically waive the require-

trained persons who knowingly follow a specialized calling or_occupation
which is generally recognized as hazardous including, by way of de-
scription but not limitation, the callings of test pilots and astronauts.
Nothing contained herein, however, shall be construed as authorlzmg

the use or employment of any person for any purpose if there exists .

a likelihood that,such employment will result in serlous or permanent

mJury- or death.

No human research shall be conducted unless a physician, having been ‘. -
informed of the nature of the proposed human research, finds the sub- :

examination of a nature and scope believed by the physician to be
reasonable under the circumstances. - ~

At the conclusion of the human research, the subJect shall be re-
examined by a physician. '

A report of the results of such examination and re-examination sha.ll n
be promptly forwarded to the D1recbor. : '

Except as provided in subpare'&;repth:

(1) ' No human reseaych may be conducted unless the subject volun~ b
tarily agrees to participate in the human research, has ﬁ'eely_ _ ]

Page 2

l " o o l'r.. 8, No, 89 -
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(2

(3)
(4)

b. The

given his informed consent in accordance with this subparagraph 8a o

and has the legal capacity to so consent. '

No consent given by a subject shall be deemed informed unless ’
prior to the giving of consent, the proposed human research is ,
explained to the subject in language understandable to him. Such
explanation must include the nature, duration, and purpose of the
human research; the manner in which it will be conducted; and all
foreseeable risks, inconveniences, and discomforts to the subject
that might result from the conduct of the human research. If the
nature of such risks, inconveniences, or discomforts is not known,
this fact must be made known to the subject. In addition, the sub-
ject must be informed that he may withdraw from the human re-
search at any time, or if this is not in fact the case (because.the
circumstances of the experiment make such withdrawal unwise,
dangerous, or impossible), he must be so advised.

A subject must give his consent in writ

fAry A wreill
AL (A7 ST 1w § 43 YV A L £

1 ~
.\g ALl Suvu dW/A LAl QA W ALL

indicate that he has been fully informed of, and voluntarily accepts,

the risks, inconveniences, and discomforts which may be involved.

A persan who is a minor or who is without legal capacity to give
his voluntary informed consent shall not be a subject of human re~ -

search without specific authorization in writing signed by the NASA

Administrator.

Director may waive some or all of the requirements of Subpara=-

graph 8a if he determines that, due to the requirements of the proposed
human research (e. g., necessity that the subject be unaware that he

is participating in an experiment; nature of experiment requires use of
minors when otherwise authorized), such research would be seriously

hampered by any of the requirements of subparagraph 8a, - '
8. PROTOCOLS: AUTHORIZATION OF HUMAN RESEARCHE BY THE DIRECTOR |

a. No human research within the scope of this article may be condu;:ted ‘
unless: : '

(1)

(2)

b, In determining whether the pr'oposed human pesearch should be é_xuthoriz’ed,

The principal investigator has submitted to the Director a protocol
prepared in accordazige with Attachment A, e

The Director, after considering the protocol of the principal in-
vestigator, authorizes the human research, ‘

T, S, No, 89
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AMM 7170-1 AMES MANAGEMENT MANUAL | Jenuary 15, 1068 :

the Director will consider, among other things, whether: Q |

(1) The importance of the objective of the research outweighs the inher-
ent risks to the subJect

(2) The subject of the human research will be unnecessarily exposed
to risk of injury, discomfort, or inconvenience,

(3) The subject or his representatives will receive adequate compensa-~
tion, by reason of insurance, workman's compensation, or the like,

in the event the subject suffers any loss, injury, or death as a re=
sult of the human research.

10, ADVISORY BOARDS -

The Director may, at his discretion, 'appo‘mt a board to advise him asto -~ -
matters within the scope of this article. :

lbLEGAL AND MEDICAL REVIEW

A copy of the protocol to be submitted to the Director in accordance with® o

paragraph 9, or waiver requests submitted pursuant to paragraphs 6 and

8b, shall be submitted through the Chief Counsel and the Chief, Medical
Office.

12, REPOR‘I'S OF INJURIES AND CHANGES IN PROCEDURES

The principal investigator of human research within the scope of the a.rtlcle
shall immediately inform the Director in the event of:

a. Any injury to a subject.

L]

b. Any deviation from the procedures set forth in the protocol submitted o
pursuant to paragraph-9.  © R L , i

13w, DISTRIBUTION

ADSL~-10
H

Qezw_—

Julian Allen
Director

s
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Pl He
AMM 7170-1/
ATTACHMENT A

The protocol to be submitted to the Director in accordance with pa.ragraph 9
shall provide the following information: :

10,
11,
12,
13.

140

15,

The title of the proposed research.

Name of organization conductmg the research or for which the research
is being conducted, :

Name and qualifications of principal investigator (and of co-investigators,.

if any).

Name and qualifications of persons who will conduct the human research
(unless covered in item 8). ‘

- The purpose of the research, includmc an exnlana tion of why the use of

human subjects is required.
The plan of study. | ,

Historical background of the research, with references to pertment

Scientific literature. This should include a discussion of relevant prior S

research using humans and/or animals.

Proposed safety precautions.

- Expected duration of the study. (Give approximate beginning and ending
-dates. ) ' R

Expected number of subjects to be used.
The source from which subjects are expected to be obtained,

Criteria to be used in selecting subjects,

Possible inconveniences, discomforts, pain, and risks to the subject the '

research may present,

Will the subject be free to wzthdraw from the research at any time? If
not, when and why. ' - o :

Wage, salary, or other payment, if ahy,' to"be paid to the subject,

T, S, No, 89 ‘ | o - Pa.qalorz'
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16. Source (Federal or state compensation acts, insurance, other) and general
description (include examples of dollar amounts) of compensation, if any,
to be received by a subject or his representatwes in the event of injury.

17. Avallabxhty of a physician durmg the research. (Indicate whether a physi=-
cian will be present at all times; if not, the location of the nearest physi-
cian(s) during the performance of the research.)

18. What information concerning the human research is intended to be comm{l-

nicated to the subject. (Include information to be communicated to the

subject in the course of obtaining his consent., See paragraph 8 of the
article.) _

1@ The proposed form of consent the subject will be asked to ;execute.

20, If a determination pursuant to paragraph 6b or 8b has been, or will be, g
requested, the protocol should so indicate. :

Page 2 o R o ‘T, 8, No. 89
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APPENDIX #12
NASA-Ames

Moffett Field, California
August 5, 1968

MEMORANDUM TO Mr. Ray H. Sutton
Staff Assistant
Grants and Research Contracts

From: Mr. J. Henry Glazer
Chief Counsel

Subject: Proposed grant application from Cardiology
Division, Department of Medicine, Stanford
University, entitled "Evaluation of the
Cardiovascular System During Various
Circulatory Stresses"

I have the following questions and observations con-
cerning the above:

1. What is the relationship of the proposed grant to
existing contract NAS2-4009 between NASA-Ames and Stanford.
The contract is one for "human heart measurements"; the
subjects are patients at Stanford; the technical monitor

is Dr. Sandler, Is there some duplication here? Ames
management is entitled to some explanation as to the
distinctions between the proposed grant and the contract.
Can the contract be amended in lieu of a grant? If the
grant is to be awarded, will the contract be cancelled
effective the date of award? There are too many unanswered
questions here.

2. The grant instrument must identify the "respomsible
investigator". He is the person charged with obtaining
the voluntary informed consent of subjects, and providing
ARC with evidentiary writings in this regard.

3. The grant instrument must specify with particularity
Dr. Sandler's role and indicate, among other things,

a. whether he will actually participate in the
surgery envisaged

b. and if he does participate, then precisely
in what capacity viz: as a "pure researcher"
or for the direct benefit of patients or a
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Memo to Mr, Sutton -2- August 5, 1968

combination of these. If for 'pure
research" or a "combination" of
research/direct benefit, this fact
will have to be explained to the
patient by the responsible investi-
gator and form an element of the
patient's consent., Also the origin

of the instrument probe will have to
be revealed to the patient and he will
have to consent to the use of an Ames-
made prototype probe.

4, As a result of Dr. Sandler's participation, the grant
instrument will have to indicate that any and all functions
performed by Dr. Sandler are performed in his capacity as
an employee of the federal government. Work he performs
pursuant to the terms of reference in the grant may not be
considered as ''outside employment' since this would amount
to conflict of interest even if Dr, Sandler were not
compensated by the University.

5. The grant instrument should incorporate by reference
AMM 7170-1 and the terms thereof followed.

6. Stanford should furnish Ames with an "Institutional
Assurance on Investigations Involving Human Subjects",

Ames might use an adaptation of the "Institutional
Assurance" required by the Public Health Service., (See page
5 of pamphlet in legal office) Dr. Stein should be con-
sulted as to the substance of the "Institutional Assurance',
The Assurance need be executed only once and will cover

all grants and contracts between Ames and the Medical
School.

7. Pages 14 and 24 suggest that the grant contemplates,
in an advanced phase, studies involving "healthy" human
beings; hence the realm of "pure research" as opposed to
diagnostic, therapeutic or preventive medicine, The
prospect of using "healthy subjects' is glossed over in
the proposal. It must be fully explained.

8. Page 22: the Form proposed by Stanford is unsatis-
factory unless the measures proposed in the grant are
exclusively for the direct benefit of a patient and for
no other purpose., Now if these measures are exclusively
for the direct benefit of patients and for no other
purpose the grant instrument must contain the following
provision:

Coth.



i X
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The grantee certifies and specifically
acknowledges that each test subject within the
meaning and intendment of this grant is a
patient admitted for treatment to the Palo Alto-
Stanford Hospital Center, and that the grantee
shall obtain from each such patient a statement
evidencing the voluntary, and informed, consent
by such patient to submit to any procedure
contemplated within the terms and provisions of
this grant; Furthermore, the grantee certifies and
acknowledges that notwithstanding the existence of
this grant each medical and surgical procedure
described herein would, nonetheless, be undertaken
and performed on behalf, and for the sole benefit,
of each patient who otherwise qualifies, and has
been denominated, as a test subject within the
meaning and intendment of this grant; And further,
that no provision, term, mode of performance, or
any other requirement of this grant necessitates
deviations from any medical or surgical procedure
which would be undertaken, in any event, on behalf,
and for the sole benefit, of each of the said
patients., Deviations, however slight, if
necessitated solely by any provision, term, mode
of performance, or requirement of this grant shall
not be undertaken or performed unless the test

subject involved, after being -.specifically apprised

of the existence of this grant and otherwise fully
informed, voluntarily consents to the deviation,
and in any such case of deviation a copy of the
statement evidencing the voluntary informed consent
of the patient involved shall be furnished to the
Contracting Officer.

From the language of the grant it appears doubtful that
the same is exclusively for the '"direct benefit of
patients and for no other purpose'. Also if this were

the case
since he

Dr. Sandler's role would be drawn into question
is not employed by Ames to minister to the needs

C A A
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of hospital patients exclusively for their direct benefit,

9. Page 23 of Proposal: What are "special permission
permits'?
10. Regarding Attachment A to AMM 7170-1:

a, Item 13 not adequately answered, Should
focus on possible misadventure through
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Memo to Mr. Sutton <4- August 5, 1968

use of Ames-developed '"miniature
transducer",

b. Items 18 and 19 not adequately answered.
Specific, and acceptable, consent forms
should be appended to grant instrument
along with form for "Institutional
Assurance'., The grant instrument should
designate someone analogous to a
"contracting officer" in order to ensure
that the various forms are properly executed
by grantee,

"Original signed by
J. Henry Glazer®
J. Henry Glazer

cc:

Mr. Allen, 200-1
Mr. Bright, 200-2
Dr. Klein, 200-7
Dr. Stein, 200-9
Dr, Sandler, 239-4A
Mr. Rathert, 243-1

HJG:caw
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iz It is the objective of thesc studies to aﬂalyze the mechanisms
B for such deteriorations by.prov1d1ng information regarding possible
alterations in the,affector, error-sensor and effector arms of the
control loop under study. Two control systems'will be studied:
(a) baroreceptor system - carotid sinus regulation of arterial
blood pressure '
(b) vagal system = neural regulation of-ionotropic and chrono-
c:>  tropic’ responses of the heart.
Tests will be carried out to &étermine the static and d&namic responses
(by means of pharmacologic agents and/or neuroendocrine mechanisms)
of thesc systems. Studies during acceleration will provide dynamic
information at increasing gravitational levels which will hopefully

be extrapolatable to zero G conditions.

It is the eventual purpose of these studies to produce a

mult;-purpoue model for the cardlovascular system. It is antici-
pated that the model wxll simplify the study of cardlovascular
mcchanmcs and identify mcchanlsms responsible for cardlovascular

i control as well as to elucidate adaptlve mechanlsms and uncover those
areas in need of further intensive investigation.

_3. Iluman Programs:

A major concern for'the animal program outlined above is an
identification of those major mechanisms whereby ‘animals and man
malntaln cardiovascular homeOota51s in an earth env1ronment. It is

the ultlmute objective of such studies to create a model from Whlch.

AaS s (L
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‘will Dbe used when critical neasurements cannot be made in man

the cardiovascular system. These variables will be monitored by

—-O—".__.—_——,__....———-..__—v...—-—.._-——-—-o—

- (artery, veins) by percutaneous technlques or cut down. The new

LA

predictions may be made concerning maintenance of cardiovascular

integrity during longstanding weightlessness, the stresses of reentry

and the period immediately following return to earth. Clinical

14 kﬁ%./
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investigation snvolving human subjects with and without cardiovascular ¢
PPy T_M'--“’«" 2

disease will be the only means for obtaining meaningful resuits.

o o o g

adapted to an erect posture which cannot, be easily sxmulatcd WLth

s i A ———— & a2t = s RO s A UPTEMASIS ST

preocngly avalldble experlmental anlmals. Experimental anlmals

L Sager 0 LAY

because ef 1ack of appropriate microtransducers oOr inordinate risk

to the human subject. .
The initial phase of human studies will 1nvolve charecteriz-

ation of primary variables (pressuxre, volume, flow with respect to

time in the cardiac cycle) so as to evaludte the properties of

transducers placed on the skin surface or_ into various vessels

Snssnmamperer i y b o e Fer ot P e TN R T3 TR 4

devices must be compared with current standards of measurement, and
the latter require entry into the circulation for blood sampling

or injection ot materials. Therefore, it has been decided that

these initial studles can be done only as part of and at the time off

cardiac catheterizations in patients with heart discase. The
eonduct of such studies.wlll in no way endangexr the subject or
interfere with collection of data. In all 1nstances the new tech-
niques will CQmplemeht the catheterization.procedure, prov;dmng
data heretofore not avallable or improving current methods of data

collection, All methods employed will strictly adhere~to.theee.

. . N
(s saau e '
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The nccessity for studying humans is due to the fact that men hasﬁwﬂgig
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Approach:
As part of the.manned space program of NASA, the Life
Sciences Divisioﬂ of the Ames Research.Cehter has developed a nunbor
of devices which should have application in the clinical investi-
gations of cardiovsscular functions. Because of the potential value
of these instruments to the space program, thorough testing both
in animals and man is necessary. The combined program which is

outlined will allow these transdudérs and methods to be evaluated

‘and calibrated.

At the present time théreﬂare several devices that would be
suitable for study under this proposal. A miniature catheter-tip
pressure transducer has been developed which is highly sensitive
and is small enough to be.introduced into the blood stream through
a #17 gauge needle. This device is capable of producing high fidelity
intravascular and intfacardiac préssure recordings as well as intra-
cardiac heart sounds. Conbined Qith cine-radiographic.stud}es of
ventricular function, values for cardiac work, quantitative meaéure—
ments of valvular insufficiency, éorrelation of ﬁeart sounds with

intracardiac'dynamics and the effects of intracardiac contrast

injections on cardiac function can be studied.

‘There are a nunber of'specific cardiovascular studies planned
in this program. The five gtudies outlined below ;epresent the
initial projects to be undéétaken. .The staff at Stanford Univeroily
has dgveloped a great deal of experience with studies- of tﬁisbtyp;

as is demonstrated by the publications from the group (see ati:i. o

FART T
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bibliographies). Additional studies will be planned when prelim-
inary evidence for making them meaningful has been accunmulatcd.

An outline of the specific stﬁdies follows:

(1) Miniature blood pressure transducer.

The blood pressure is one of the cornerstones of cardio-
vascular response and a technique fbr its precise measurement is
extremely importnnt. In addition, measurement of the pressures

<:> generated within the various chambers of the heart is invaluable
for an understanding of.the function of the heart as a pumnp.

One such instrument for precise measurement of intravascular

and intracardiac pressure is a miniature transducer mounted on the

tip of a catheter. This instrument has been developed by Instru-
\.«—-""‘--——‘--@‘ T e Rt L IR TP ~ .

mentation Division of NASA. 1Its small size (1 mm diameter) permits
noatal Rtk

easy entry into the vascular system through an ordinary hypodermic

needle.or through a cardiac catheter and facilitates manipulation
<:> into small blood vessels and the cardiac chambers. This device is
exfremely sensitive to high frequence pressure oscillations and
can, therefore, be used to record intracardiac sounds. Initial
efforts will involve calibration and comparison with the standard

techniques of pressure measurement.

Methods: Patients undergoing cardiac cathetq;izagion

and angiocardiography in the Departments of Cardiology and Radiology

LI P

at Stanford University School of Medigine will.be.selected-as:

subjects. Pressures will be recorded using the miniature catheter-

o
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tip pressure transducer from various sites in the vascular

system and these‘@easuréments will be compared with the standarad

fiuid-filled catheter system using Statham P23DB pressure trans~.

ducers. High speed records will be analyzed both for pregsuré
wave form and amplitude. Using computer techniques Fouriexr ]‘
analysis of the pressure wave forms will be performed for -

purposes of exact comparison.

Patients will be examined at rest, following isoproterenol:
" administration, during and following exercise and during angio-

~cardiography.

Expected results: The instrument to be used has a high

frequency responSe. Accordingly it should yield a more accurate _-

‘representation of the events occurring within the‘cardiovascular"

system than that produced by standard techniques. Some of the

‘confusing aspects of hydraulically recorded pressure traces
should be eliminated including those due to catheter entraﬁhent,

~damping, and resonance within the system.

The recording of intracardiac sounds will be further

discussed in another section of this application.

(2) Volume angiocardiographic studies.

Introduction: Angigcardiography is routinely performed

in the Radiology Department of Stanford University as part of

the evaluation of patients with a wide variety of cardiac and;'f"

non-cardiac abnoymalities,
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These studies require injection of radiopaque contrast
materials. into the heart or blood vessels with simultancous
cine or serial x-ray filming. Using the techniques developed

by Sandler and others, an estimation of volume of the various

“heart chambers can be made using these films. By measuring the

rate of change of volume with time over the cardiac cycle it is

.possible to compute stroke volume, cardiac output, and the work

.of the heart as it functions as a pump. These parameters are
difficult to measure by other means but they are inmportant
features of the hydraulic analog of cardiovascular function.

Method: This technique will be validated by conventional

_estimates of cardiac output (Fick method, dye dilution).

1. Patients with mitral ipsufficiency will be evaluated before

and after surgery for replacement of mitral valve. Left ventricular
angiograms will be performed at rest in all instances. 1In suit-
able patients, anglocardlograms will also be performed following ':..
isoproterenol infusion.

2. Left ventricular angiocardiography will be performed on patients
who have idiopathic'hypertrophic subaortic -stenosis before and

after propranolol administration. |

3. Left atrial injections will be performed on patients with

mitral insufficiency. Paé?icular attention to the‘chahge in left
atrial dimensions during ££e various phases of the cardiac cycle
will be made in an attempt to validate the concept. of systolic
‘expansion of the left atrium as a mechanism tof the productioﬂ of
apparent right, ventricular heave ‘in fapienés without pulmonary hyper-

tension,

e T T,

e
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4. Patients with arterios sclerotic heart discase will be studicd
using left ventrlcular injections in an attempt to evaluate Lhe
capability of these hearts to perform work.

5. The angiographic studies of volume will be used in association

_ with the high fidelity recordings of intraventricular pressure

" to determlne force velocity curves fox intact hearts. This

will allow characterization of cardiac function in terms of basic
muscle mechanics which have heretofore been available only in

isolated preparations.

(3) Fiberoptics instruments ~ central venous oxygen

saturatlon monitoring:

It has recently been shown that the central venous oxygen
saturation may be a useful indicator of cardlac function following:

acute myocardial infarction. In some cases the first clue to the

. imminent onset of cardiac £ailure has appeared to be a drop in

\

the central venous oxygen saturation, which was measured by means

of an oximeter.

' Thus far, because of the necessity of removing.an'aliquot
of blgod from the patient, measupement of central venous oxygen
saturation has been intermittené. ‘The use of a fiberoptics instxu-
ment would permit constant monltorlng of oxygen saturation over

long periods of time. Thus, 1t would be possible to define precxsely

the value of CVSO2 as a predlctor of congestlve heart failure and

decreased myocardial.function.f

Cothois
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. following patients who have sustained myocardial infarction.

- cardiogreen, there is a discrete increase in arterial dye concen-

_occur, but there is also a progressive decrease in dye concentration

during diastole. ‘It has been suggested that the degree of aortic - 3

_centration during diastole.
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Methods: Patients -will be studied by thesc mcans., All
will occupy beds in the Palo Alto Stanford Hospital Coronary:CareA 2
Unit, where it is'currently standard practice to insert a contral
venous cathete: for venous pressure measurement. Those paticnts
who, on the basis of extent of infarction, or presence of hypotension

or heart block, are most likely to develop congestive heart failure

will be studied first. Thereafter, a-random selection of good

St . -@zz“
Do | —

risk patients will be studied.
it .1l be stualc

These investigations will enable us to determine how useful -~

measurement of CVSO2 as an .index of myocardial function is in .

(4) Fiberoptics - Aortic insufficiency.

It is known that following the intravenous injection of -

tration with each'systole. These increments taken together are | ;

referred to as a step function, and they can be sensed by a
Fiberoptics instrument, with the catheter in the aorta. In aortic

insufficiency, the systolic increases in arterial dye concentration

insufficiency can be estimated from the change in aortic dye con-

' We propose to compare estimates of aortic insufficiency

obtained by the fiberoptic method with those derived from left ot

ventricular angiography,‘
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Methods: Ten patients will be studied. Complete right and
left heart cathe%grization will be done, with.volumé left ventricular
angiogramé (biplane cine) and estimates of amount of aortic insﬁ-b
fficiency by means of dye dilution method. The results of the

two methods will then be compared, so that the reliability of the

latter can be determined.

(5) Origin of the first heart sound.

The source of the first heart sound has been the st
of controversy. Some ascribe it to closure of the atrioventricular ?
valves per se and some feel that it is not directly due to mitrqlA
and triéuspié valve closure. | |

Recently an adaptation of the aortic valve homograft has
been accomplished so as .to permit replacement of diseased mitral
valves with the h9mograft. The_homograft is sutured to a teflon-.
covered titanium ring, wh;ch is:then sewn into the recipient's
mitral annulus.

An assessment of the new.homograft'sffunction has been done,
including left ventriculography. It was noted that when the ring
of the homograit is in profile, the movements of the valve leaflets .
are wel;lseen. Thérefoie,.it will be possible  to relate movements
of the valve and annulus tg'heart sounds and ventricular and peri- -

.

‘ pheraliaxtexial pulse contours. .
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Methods:4 Eight patients will be studied thice to six
months following-syrgery. In addition to hemo@ynamic evaluutionﬁ,
each will undergo left ventriculography with a simultancous
phonocardiogram and qine-trace. In addition, intracdrdiac'phono-
cardiograms will be done, while intraventricular pressure is
measured by means of the micromanometer (NASA). Several'patients
will be in normal sinus rhythm at the time of the study. .

| It will be possible to relate precisely the movements of

the mitral valve and annulus to the heart sounds, to give ihsight

into the genesis éf the sounds. -

E. Appendix
The use of human subjects in this study will be' handled in

- the following‘manngr:

At Stanford University School of Medicine, where the human

studies will be carried out, it is necessary to obtain approval

for all studies in patients from the Committee on Human Experi-

e —

mentation which has been established to approve all grant proposals
for the University. This is ; committee made up of members of

all of the major élinical d?partmenté. The form which is submitted
to them for human studies i§ includqd_with this application. 1In
addition‘to thia;‘the form necessary for obtaining informed con;cnt

fromAthe»patient is included."fim
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‘to the patient in some cases. These patients will be given a
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The human subjects undergoing studies in this protocol will,
at the time, have cardioveecular disease and be under 1nvcsL1gat10n
for the evaluatlon of . this disease process. The studics carrled
out in the Cardiac Catheterization Laboratory and the Anglocardlo-‘
graphic Laboratories, where subjects will be having specific
pressure and volume measurements with new transducer systoms, will
be carried out during the course of diagnostic caréiac catheter- =
lzatlon and angxocardlography. It is anticipated that the tfansduccr

systemo used will contribute materially to improving the diagnostic

methods on each of these patients and thus may be of primary benefit

e

full explanation: for the procedure, however, and will sign spcc1a1

permission permits fox the study to be carried out.

——

Those patients studied in the Coronary Care Unit and oLher,
intensive care unit areas throughout Palo Alto-Stanford Hospital

will also have cardlovascular disease. The studies to be carried o

-

. out in these patients will consist of monltorlng their prcssurc»,

central venous oxygen saturation and flows under various conditions.

These procedures. are nQW'standard practice, using other methods of
measurement, throughout the hospital. 1t is our felling that
‘these measurements wmll aid in the care of these individual patients.

The will, however, ign peimission forms after being given full
-——rv"

explanation for the monltorlng techniques to be used. As has

been‘stated, these are standard monitoring techniques for patients'

in the Coropary care and Intensive Care Pnits at the Palo}Alto;

Stanford Hospital now utilizing different ‘transducer systems.
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These assurances for obtaining informed consent and carrying

out human studies in patients who have disease where the studies

may materially affect the diagnosis and/or treatment of the

patient's condition should satisfy the guidelines established by »;"
NASA for studies in human subjects. Prior to studying any noxmal ;
. \ RLSZL UL m,

L AN,

human subjects, additional clarification will be sought from the
e (xﬁp)
Committee on Human'Experimentation at the NASA installation at RN
Moffett Field. It is not anticipated that this typc study Wlll be K
carried out for the present time. ‘ S \)
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Evaluation of the Cardiovascular System

During Various Circulatory Stresses

.

SUMMARY
—

The proposed grant is for the purpose of establishing an

exp rimental program for combining tne scienrific talents of

the Cardiology and Radiology Divisions at Stanford University
School of Medlclne with those of Dr. Harold Sanaler in the
National Aeronautics and Space Agency program at Moffett Fleld.',.
Studles will be carrled out in human subjects and in aminals to
determlne the cxrculatory responses to a number of phys;ologzcal
stresses so that the adaptlve mechanisms of the circulatory -

system in meeting these stresses may be more. comp;ete]y deflned.
The initial developmental part of the program will involve an

valuation and calibration of new mlcrotransducer systems for

recording pressure, flow, volume- and the regional dlstributlon of

‘flow. These sophisticated systems will then be used to evaluate

the effects of exercise, hypoxia, changes in neuro-endocrine

stimulation and pharmacologiC'alteration on the circulatory systen.

The analysis of these xesponses will allow the construction of

a mathematlcal model of thé circulator system and the adaptive

mechanxsms involved in its responses to varxous types of stresses.
It is anticipated that these studias w;ll provxde a pack-

ground on which predictions can be made regardlng the effects of

’
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long-term space flight on circulatory adaptation.

Since it is
not possible to carry out these studies in human subjects in>
space flight it is essential that a large body of information bé
analyzed during circulatory stresses to predict the changes which
might occur. The studies outlined‘in this proposal are primarily
directed toward understanding the adaptive circulatory mechanisms
which might be important by studying them in experimental animals

and in human subjects with disease undex a variety of conditions.
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. . PALO ALTO — STANFORD HOSPITAL CENTER
. ’ 300 PASTEUR DRIVE ~ PALO ALTO, CALIFORNIA
. CONSENT YO OFCRATION, ADMINISTRATION OF !
"~ ANESTHETICS, AND THE RENDERING OF OTHER :
: MEDICAL SERVICES
’
Date
Hour M
. Nomo of Paticnt
1. | authorize ond direct ' M.D,

my surgeon and/or associotes or assistants of his choice fo perform the following operation upon me

and/or to do any other therapevtic procedure thay (his) (their) |udgmom may dictate fo be advisable for the paticnt’s well-being.

The acture of the oporation has'been cxplained o me and no warronty or guarontce has been made as to the resuit or cure.

Exceptions: {if none, 30 state}

2. | hereby outhorize and direct the obove named surgeon and/or his associotes or ossistants to provide such additional
sorvices for me as he or they may deem reasonoble and necessary, including, but not limited to, the odministration ond maine

tenance of the anesthesio, ond the performancs of services involving pathology and radiology, and | hereby consent thereto.

3. | understond that the obove named surgeon ond his associates or assistants will be occupied solely with porforming
such operation, and the persons m onendonce at such operation for the purpose of administering enesthesio, and the porson or
persons performing services mvolvnng pathology ond rediology, are not the ogents, servonts or employees of the above namcd

hospital nor of any surgeon, but are independent contractors and as such ore the agents, servants, or employees of mysolf,

4. | hofeby.outhorize the hospitol pathologist 1o use his discretion in the disposal of any severed tissue or member,

except:

Patient's Signature

Yitness

(If patient is @ minor or unable to sign, complete the following:)

.

Patient is a minor » of is unoble 10 sign bocause

FATHEN GUARDIAN

MOTHED S GTHER PERSOM AND RELATIONSHIP

1501
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" »7" REQUEST for INSTITUTIONAL APPROVAL of CLINICAL RESEARCH and
- INVESTIGATLION INVOLVING HUMAN BEINGS: ALL SPONSORED RESEARCH
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SIGNATURE PRINCIPAL INVESTIGATOR

1f this application is a continuation year, and the involvement of human subjects remains
«tly as previously approved by the Committee, pl

)
gase init

ial Principal Investigator.

Describe briefly in the space below the answers to those questions which are pertinent

e referenced project above.

1. Describe exactly the involvcement of human study subjects in your resecarch design.

2. state in detail your procedure for obtaining the patient's (minor or adult) informed
consent and attach a copy of the consent form which is integral to that procecdure. .

3. 1f the administration of personality tests, inventories or que¢stionnaires is integral

to your study, indicate how you obtain the subjects informed consent (as in #2), and
if you do pot, why. .

Please send one copy of this form to Doris Hosmer, Rm. E328A (ext. 5271 or 5197). Additiorii

arc obtainable from Anne Herzberg, Dean's Office (ext. 5524), or Miss Hosmer.

TIFY THE COMMITTEE. A MODIFICATION OF A STUDY, OR AN INTENDED MODIFICATION, IN THIS WAY

{TITUTES A NEW RESEARCH PROJECT AND A NEW RFEVIEW BY THE COMMITTEE ON HUMAN SUBJECTS.

é;RGE IN THE INVOLVEMENT OF HUMAN SUBJECTS IN THE RESEARCH DESIGN REQUIRES AN IN?ESTIGATOR; 
"0 .

A
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NASA - Ames

Moffett Field, California
‘ 8 August 1968 '

MEMORANDUM to Mr. J. Henry Glazer
. Chief Counsel

o : L
From: . Mr. Ray H. Sutton
Staff Assistant for University Affairs

Subject: Proposed grant application from Cardiology Divisionm,
Department of Medicine, Stanford University, entitled
"Evaluation of the Cardiovascular System During
Various Circulatory Stresses"

1. This note is in response to your memorandum tO me, same
subject, dated 5 August 1968.

2. I spent the aftcernoon of Friday 2 August at Stanford con-
" ferring with Dr. Harrison, the principal investigator of the pro-
posed grent. The purpose of my visit was twofold. TFirst, I wanted
to review the findings of the Human Research Experiments Review
Board aad to ¢iscuss what transpired in the Director's meetiag on
Friday wmorning. Secondly, I wanted to work with him in re-ertlng

‘the proposal in such a manner that it would be acceptable to Ames
manzament. .

..

3. We accomplished a great deal, and a subsequent meeting
weld in my office on the 7th completed the re-write job. We ad-
dressed ourselves to all objections and in particular to those
questions and observations raised in your memo.

4., Waat has resulted is a @roposal which, in my opinion, will
be completely acceptable to all concerned. It is now being typed
and you will be provided a copy for your further review.

5. With respect to NAS2-4009, it is agreed that the coantract
could be terminated without dire tonseguences and, as a matier of
fact, Dr. Harrison is willing to take the initiative. Before recom=
mending this course of action I would want to gain the views orf Dr.
Sandler. 1I'll follow up on this probably next week.

> /7
; / /
o . Sut
ce: Mr. Allen, 200-1 o Ra‘«’ h_j’_fff‘,_
Mr, Bright, 200-2 ST

~Dr. Klein, 200-7 T
Dr, Stein, 200-9 .
Dr. Sandler, 239-4A .- .

Mr. Ratchert, 243-1 e .
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:#3. Humen Program: f 2

A najor concern for the animal program outlined zbove is an ,j

. identificacion of those major mechanisms whereby anzmals and man 3
maintain cardicvascular homeostasis in an earth. ehv1 onmehg.
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the ultimzte objective of studies odel m owhich b




. of such studies may proleong the d;agnosulc study in ‘the Patluﬁus but

' cannot be made in man because of lack of appropriate microtransduccrs

. or inordinate risk to the human subject.

- ation or’prlmary variables (pressure, volume, flow with ceSpCCu to

.-time in the car iac cycle) so as to evaluate the nropecumes of tne

Gucers placed on the skin surface or into various vessels (artery,.fv

~cardiac catheterizations in patients with heart disease. Tae conduct

‘is considexed to be without suostantial risk to the subject or to

Al ‘ 007

bredictions may be made éoncérning maintenance of'cardiovasculér ;‘
integrity during longstanding weightlessness, the stresses of xeentu b
and the period immediately following return to carih. Clinical
investigation involving human subjects will be the only means foxr ;
obtaining meaninéful results. The ﬂcccsslty for studying humans
is due to the fact that man has adapted to an erect posture which 5
.cannot be eaéily simulated with presently available experimental

animals. Experimental animals will be used when crltlcal mcasulcmen“—j

.

- The lnlt*aT Phase of human studies will involve characteriz-~

ardiovasculax system. These varlabxeb will be monitored by t:ans-

veins) by percutaneous techniques or cut down. The new devices
must be compared with current standards of measurement, and the
latter require entry into the circulation for blood sampling or

injection of materials. Therefc re, it has been decided that these

.

initial studies can be done only as part of and at the time of

bnterfere with the collection of relevant clinical data. In all. .k

instances the new techniques will complement the catheterization

procedure, providing data hezetofore not available or -morovi.

0

wrrent methods of data collection., ALl methods. employed will

10}

trictly adhere to these principles.
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outlined will allow these traansducers and methods o be evaluated

suitable for study under this proposal. 2 miniature catheter-tip

Ry ST

1

Annroach: ' ' : A

As part of the manned space program of NASA, the Life
Sciences Division of the Ames Research Center has developed a nwilicir

0: devices which should have application in the clinical investi-

gations of cardiovsscular functions. Because of the potential valuc- f

of these instruments to the space program, "’ thorough testing both =

in animals and man is necessary. The combined program which is

and calibrated. : ' - S

At the present time there are several devices that would be

-

pressure transdu¢er has been developed which is highly sensitive

Iyl

nd is small enough to be introduced into the blood stream through

a #l7 gauge needle. This device is capable of producing high fidelity}

.

cardiac heart sounds. Combined with cine-radiographic studies of

Ha

ventricular functian, values for cazdiac work, quantitative measure=-
ments of valvular insufficiency, correlation of neart souads with
intracardiac dynamics and the effects of iatracardiac contrast .

injections on cardiac function can be studied.

\

There are a nunber of specific cardiovascular studies planned

T T g s 2 g e

ntravascular and intracardiac pressure recordings as well as intra- |
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pibliographies). Additional studies will be planned when prelim-

]

inary evidence for making them meaningful has been accumulétcd.

An outline of the specific studies follows

(l) Minial ture h]ood;prcsaurc transducer.

The blood pressure is one of the coraerstones of cardio-
vascular response and a technique for its precise measurement is '
extremely important. In addition, neasurement of the pressures
gonbraucd within the various chambers of éhe heart is invaluab;e

for an understanding of the tunction of the heart as a pump.

One such instrument for precise measurement of intravascular

-and lnt“-curdlaq pressu:e is a miniature transducer mouﬁted on the

tip of a catheter. This ianstrument has been developed by Instru-

mentation Division of NASA, Its small size (1 mm diameter)fpermits}]
.easy eatcy into the vascala“ system through an orxdinary hypodermic:
ncedle ox through & cardiac catheter and facilitates manipulation

into small blood vessels and the cardiac chambers. This device'is:-

'extremely sensitiVa to high frequence pressure osc1llaulons and
can, therxefore, be used to recorxrd intracardiac sounds. vInitia;

orts will involve calibration and comparison with the standard
techaiques of pressure measurement.

Methods: Patients undergoing cardiac catheterization

and angiocardiography £ox the diagn051s of heart disease in the .

-Departments oZ Cardiology and Radiclogy at Stanfoxrd University
School of .cdlciﬂe will ke se‘cc-ud ag suojccts. Pressurces wzl;

be recoxded using bhe min‘a re cath Cuc:-tin pressures trans duce;

.

Vot

e m
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‘cardiogxapay. .

NI EPS

//{/‘l’/

from various sites in the vascular system -and these measurcnencs

will be compared with the standard fluid-filled cathecter system
P

‘using Statham P23DB pressurc transducers. High specd recoxds,

' will be analyzed both for pressure wave form and amplituae. Dulnc

-

computer techniques, Fourier analysis of the pressure wave forms'

will be performed for purposes of exact comparison.

Patients will be examined at rest, following isoproterenol’

adninistieation, during and following exercise and during angio= -

. . : .

—— . T e o Pl e 2 am peerans de e 3 3
Zxpected results: The instrument tc be used has 2 high

‘freguency response. Accordingly, it should yield a more accurate

representation o; the events cccu**;ng within the cardiovascular

a

1

system than that produced by stand technigues. Some of thei
confusing aspects oflhydraulically ;ecorded pressufe *“aceS'
nould be eliminated ircluding those due to catheter eatranmenu,
damping, and;resonance within the systen. -

| The recordipg 6f intracardiac sounds will be furthex dié-i

cussed ia another section of this application o i

(2) Volume angiocardiogravhic studies.

Introduction: Angi ocardlog aphy is routinely p :m
in the Radiology Department ol suan:ord University as part of,
the evaluation of patients with a wide variety of cardiac

abnormalities.

Voo -

- v i e
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©f the heart as it functions as a pump. These parameters are .

REY

e Vo

v 2.

hese studies require injection of radiopague contrast

matorials into the heart or blood vessels with simultaneous

cine or serial x-ray filming. Using the techniques developed | @ .

by Sandler znd others, an estimation of volume of the various '.'-

heart chambers can be made using these f£ilms. By measuring the'

‘rate of change of volume with time over the cardiac cycle it is

possible to compute stroke volume, cardiac output, and the woxk -

difficultc to ‘measure by other means but they are important

features of the hydraulic ané¢og of cardiovascular function.
Method: This technique will be validated by c0ﬁvengloﬁal

estimétes of cardiac output (Fick mesthod, dye dilution).

1. Paticats with mitral insufficiency will be evaluated before.

3

and after surgery o

t

. angiograms will be performed at rest in all instances. In suit-"

able patieants, angiocardicgrams will also be performed following

isoproterenol infusion.

[ 1Y

T

replacement of mitral valve. Left vgﬂ““lcular

2. Left ventricular angiocardiography will be performed on patients

who have idiopathic hypertrophic subaortic stenosis before and

injections will be periformed on patients with

w
c
Lt
(6]
H
cF
[V
ct
[
|-l.
[J}
‘.l
}J

mitral insufiiciency. Particular attention to the change in left
atrial dimensions during the various phases of the cardiac cycle:’

will be made in an attempt to validate the concept o0f systolic

-expansion of the left atrium &5 a maechenism for the production of

. aoparent right ventricular heave in patients without puimonary Hyp°“~

, e ey e

o T i

!
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4. Patients with a““erlOSCle~Oth neart disease will be studicd

using left ventricular injections in an attempt to cvaluate an

0
o

pability of these hearts to perform woirk.

5. The angiographic stuaies of volume will be used in associi:ion 
“With the high fidelity recordings of intraveanitriculaxr prcssu é .
.'uo determine, force velocity curves for intact hearts. ‘Thisﬁ ‘

will allow characterization of cardiac function in terms oflbé#ig

muscle nechanics which have heretofore been available only in};,f

' isolated preparations.

(3) Fiberoptics instruments - central venous oxyvgen - .

°atu; tJon monicorin

has récently been shown.that the central venous oxygen
saturation may be a useful indicatcr o0f cardiac fuanction following
acute myocardial iafarction. In some cases the first clue éo the
immminent onset of cardicc failure hés appeared to be a drop in
'tﬁe central veanous oxygen saturation, which was measured by means .
of an oximeter. ) : e
Thus Zfar, because of the necessity of removiang an aiiquot‘

of blood from the patient, measurement of -Ccentral Venous oxygen

th

-Saturation has been intermittent. The use of 2 fiberoptics instru-
ment would permit constant mon itorin g of .oxygen saturation over
long pexriods of time. Thus, it would be DO°SlDle to define o*cc1aely ;.

the value of CVSO2 as a predictor of »ong»st*ve heart failure and

Gecreased myocardial  funcizioa.
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Mothods: Patients will be studied by these means. ALl

~

will occupy beds in the Palo Alto Stanfoxd Hospital Coronary Caxr

¢]

Unit, where it is currently standard practice to insert & con ora

}..l

venous -cacheter for venous pressure mcasurCﬂent. Those pat 1cﬂte
or neart block, are most likely to develop congestive heart failuxo

w¢ll be studied. | 1

These investigations will enable us to determine how:useful

measurement of CVSO2 as ‘an index of myocardial function is ;n

following pai nts who havb sustained nvocardial infarction.

(4) Fiberoptics - Bortic insufficiency.

Tt is known that following the intravenous injection'of

| s d . R S e tns -

i cai 1ogzben, there is a Giscrete increase in arterial dye concen-

cration with each systole. These increments teken together are .

-

<:>;‘ eferred to as a s“ep *unchwon, and they can de seased DY a
v TFibe ropt;cs instrument, with 'the catheter in the aorta. Ia aorxtic

insufficiency, the systolic increases in arterial dye concentration
occur, but there is also a progressive decrease in dye conceatration

, Guring diastole, it has been suggested that the degree of aortic
insufficiency can be estimated from che change in aortic dye coa-

.o

., centration during diastcole.

pe
.

We propose to compaxe estimates of aortic
. ' °

| 20

asufiiciency

¥
;..

. -

obtained by tae fiberoptle method with those derived Irom Lcit

' ventrigular angicgrapiay.
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. “ispheral arterial pulse contours.
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Methods: Twenty patients will be 'studied. Complete right and

ieft heart catheterization will be done, with volume lelt veniricw:

.

" angiograms (biplane cine) and estimates of amount of aortic ingu-'

-~
=

fficiency by means of dye dilution method. The results of ‘the
" two metnods will then be compared, so that the reliability of the”
latter can de determined.

.

(5) Origin of the first heart sound.

The source of the first heart sound has been the subject
of controversy. Some ascribe it to closure Of the atrioventricular
valves: ver se and some feel that it is not directly due to nitcral
and tricuspid valve closure.

ﬁecently an adaptation of the =zortic valve homograft has

been aécomplished so as to'permit-replacemeht 6f diéeased mitral
valves with the homograft. The homcgraft is sutured to a teflon-
‘covered titanium ring, which is then sewn into the recipient's
mitral annulus. | |

An assessment of the new homograft's function has been done,
including left ventriculography. It was noted that when the ring
of the homograft is in profile, the wmovements of the valve leaflets
are well scen. Therefore, it wiillbé possible to relate movements

of the valve and -annulus to heart scunds and veantricular and peri-

o



EY

.

:.EQ;fAEDéndix

.

S CLEY

Pl

Methods: Twenty patients will be studicd three to six

" wonths following surgery.: In addition to hemodynamic evaluations,

cach will undergo left ventriculography with a simultancous

phonocardiogram and cine-trace. In addition, intracardiac phoro=-
cardiograms will be done, while intraventricular pressure is

- .

the micromanometer (NASA). Several patients

[ 333

measured by means ©
will be in normal sinus rhythm at the time of the study.

It will be possible to relate precisely the movements oI
. ..

'<:> the mitral valve and annulus to the heart sounds, to give insight

.
v

inco the genesis of the sounds. o SR L L

'

0 . .

the following mannex: : .

In order to clarify the human involvement, reference to

National Institutes of Health Procedure and Policy Statement #129

{:) as ammended July 1, 1966, and to Ames Research Center Program Foxriu—

lation #AMM 7170-1 issued on July 15, 19638 is necessary. Tais
proposal was considered by the Stanford University' Committee for

Tnsitutional Assurance on Investigations Involving Human Subjects.

(The establishment of this committee and its activities are outlined

in Attachment A.) The human research is to be conducted in the

Cardiology Division, Department of Medicine, and the Diagnostic -

.

Division, Department of Radiclogy, Stanford University School of

Medicine, Palo Alto, Calificrnia, in the Stanford University Hospital,

/

. " : {J'ﬂfl
- The use of human subjects in this study will be handled in -

[P TIY

av ey

——
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The principal and responsible investigatox is Dr. Donald C. Haxcicon,

MAssociate Professor of Medicine, Chief of Cardiology Diviszion.

The co-investigators for the human.research arc Dx. Lewis chlcr,

e

Assistant Professox - of Radiology, Depar»man* of Radlologv,,

Dr. Ralph E. Gianelly, Instructor in Medicine, Departmentc of Medicinc:

. . These individuals are physicians with Board qualification in their
- . ’ . o poo 3 . b
subspecialty. All of them have had significant expcrience in ;

. _ . : ]

l

cardiovascular diagnostic methods and in human researcn. Dr. Harold

Sandler will work in association with these investigators and their |

7]
C

.~ scaff. He will work in this capacity as a government employee and
- will not be compensated by Stanford. He will not have responsxoll**“'
i for 'patient management but will perform measurements, as part of

|  the clinical investigation. During these studies he will manipulate

. | catheters and do minor surgical procedures. In no case, however, -

‘will he have the primary responsibility for the patient since one

of the above-named physicians'wiil be in attendance.
Purpose: . Taree specific purposes arxe viewed fox this human

f.research._ First, the testing of new microtransducer svstems and
their standardization by comparison with older standaxd transducer

. :systems. Secondly, with the higher_frequency resolution fox press=—
ures, sounds and rates of change of pressure these new transduéer
systems will &llow morse sopnisticated definitions oxf tﬁe cardio-
vasculay zesponses to variocus circulatory stresses such as exercisé,

‘“hypoxia and changes in the activity in the sympathetic nexvous -sysStex

2 el
.

. Thirdly, the demonstration that these. tyansducer systems can D& used

safely for longer periods of time.
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guize -Ls use in aonrox;mahelv 20 bat*cnts. Patients who have

" and £icw will be used for these studies. None of these patients
" After pressure and sound recordings are made with standard equipment

,uscd £or re co*dlng sound s and pressures in the same areas of the

heart and vascular system.

. changes in chamber volumg. These “angiographic studies are cac:xed

.out in pat 1enus Sor the purposes ©f aiagnosing their cardlac lesions.

" directly. In approximately 20 patients undergoing angiographic o

el R ( Lo
ﬂ/f%m -

cgr e

Spocific plan of study is to use the ncw micro pressure i

and sound transduccr designed at the NASA installatlon at Anes fox ¢
the rccordlng of pressure in the arterial. and venous systems and
he various cardlac chambers and for hhc ccordlng of va’vuTa, }

sounds within the cardiac charber. These investigations w111 re-

cardiovascular disease and are undergoing study by standacd metno“

ing ‘genexally accepted methods for measuring pressure, sound -

will be undergoing the study exclusively as a research projech)

the aew and more'sophisticated transducer systems will then be’

In order to study more effectively the function of the heart

3

as a pump and define its activity in mechanlcal terms it lS nccessary

e e e e T P T s P A T T

to do angiographic procedures which allow the study ©OZ lnstancaneous

‘At the present time with the_transducer systems available it is not

‘possible to assess the mechanical function of "he heaxt muscle . ;

study for diagnostic evaluation of their hearc disease special
angicgraphic technigues will be used so that it will be possible to
determine the volume and the changes in volume of the cardiac chambex.

t

Thege do not represent a'dit ional studies but represeiit ~1chahge i
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the design of the angilographic equipmentc used forxr recording the'v
studies. Although the length of an individual study ma& be pro--
Jdonged no additional risk of injections of contrast material 9;3'.
, catheter manipulation will be involved.’ o S

The attempts to assess changes'in oxygen saturation by w 

had acute heart attacks. At the present time catheters are placed

oxygen determinations. In these patients fiberoptics catheters

will be introduced and long-term sampling on a continuous basis of .

out in patients étrictly as a research project, but:the monitbring

which is carried out will be used in patient care and should.maﬁer—

ially aid these patients. The correlation of these changes in

oxygen saturation With the status of the patient will allow a more
<:> preciée dcterminaﬁion of the function of the heart as a punp. - In

addition to this it should demonsirate the feasibility of long-term

monitoring with this type of equipment.

All of the instruments which will be used in these studies

“have had extensive testing for durability and safety in animals.

Their use-in humans .will allow a more precise evaluation of the.

function of the heart. They will not, however, be used in normal

. patients and the information gained with their use should be helpful.

in determining the necessary treatment f£or the patient.  In view -

.
.
. . . .
CARIREN . .

" reflectance oximetry utilizing a fiber optics catheter left’ _ :ff,'

.. .within the vasculature will be carried out in patients who have: "

: <:>i,in the vasculature and blood samples withdrawa intermittently for .

. oxygen saturation will be possible. Again, this will not be carxied
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ol the cxtcnéive laboratory teéting} the hazards fxom the usé

such’ procotype transducer SJthms should bec comparablce to that of
‘'standard cardiovascular diagnostic procedures. They include the

' possibility of damage to én artery, the occurrance of a cardice
arrhythmia and the possibility of a blood clot forming on the

- cxransducer system being used. All of these hazards arxe minimal.

The instruments will at all times be used under the supervision of

the investigato¥s, who are physicians, in a laboratory where standaxd

rwonitoring techniques on a continuous dbasis for cardiac arrhyﬁhmias
hds.been es tablished; Standard resuscitation equipment and surgical
means for correcting any damage to a blood vessel are available

in these laboratories. These proposed safety measures are wtilized .
“on a continuous basis in the laboratories'where these studies Wili

be carricd out. : '

Twnected duratcion of the studies: September 1, 1968,

through August 31, 1963. Only a small nunber of studies will bel
‘car:ied cut at any one period of time. It is expected over the
period of this grént thét aé least 80 human subjects will be used
Zor these studies. The subjects will be selected because they, a:e
-undexgoing standard diagnostic pr socedures for well-established
cardiac lesions. These‘criterlé io;.selection.of patients for thes
‘studies have been well-standardized in the Cardiology Division of
the Stanford University School of Medicine. They include a patient

with s;gn1L1Can cardiovascular symptoms in whom cardiac surgery is

contbmplaued. The need for the study is to define more precis c’y

H

I
s

4]

.the -esion which exists and how it would be éxpected TQ resnon

surgery. Duriang the procedure the patient may experience minimal

o P WYY

G LAt it s
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Pain but precautions for local anesthetics and sedadion which arce
“given to all patients ake it unlikely that significant Pulﬂ (3
-lnconvenlcncc will occur.. All Patients are free to withdraw ZLfrom

the cl;alcal study and the fesearch at any time. Subjects will not

be paid since they are undergoing study for their diseasce. NO

-means of compensation is provided for patients undergoing such -

0

‘studies. The diagnosis which is determined in these studies will

e discussed with the patient. Additional information obtained durinc

investigational procedures will be presented where it helpS‘deflne
the Leart disease and function. It is necessaxy for this to be done
foxr the patient to make a decision regarding whether or not he should

have cardiovascular surgery. At the time of discharge from the

hospital each patient has a written hospital summary. This hospital

summary will be provided to the responsible officials at Ames Research

Centexr. It will specifically state what procedures were carriéd

out in the patient and whether or not any complications ensued..

- This will be & standard summary which is provided to the patient's

referring physician but will include the statement about the

use ok the.transducer system ox spec;al anglographic'procedure,
) . £ . , .

Attachment B is a consent form which will be used ia thesec

.

patients. The general nature of the attached human research form of

consent is such that it can

o
3

used foxr all o‘ the SLudﬁes outllnya
under this proposed grant. No subjects who are minoxrs will be‘used

in this study so0 no special permission form for consent by‘parent‘ <

guardian is included. The consent form COlelCu with Ames Mana
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 Evaluation of the Cardiovascular System

During Various Circulatory Stressces Co
. - .

. SUMMARY

The proposed grant is for the purpose of establishing an
exzerimeantal program for comblnlng the scientific talents of
“he Cardiology and Radiology Divisions at Stanioxd University .

School of Medicine with those of Dr. Harold Sandler ia the

will be carried out in human subjects and in aminals to.

determine the circulatory responses to a nunber of physiological

.st:esses t=To) that the adaptive mechanisms of the circulatory

q'”tem in meeting hhese stresses may be more completely deflned.

! The initial developmental part of the program will involve an .

‘evaluation and calibration of new microtransducer systems for
recordlng pressure, iflow, volume and the regional distribution of
flow. These sophisticated systems will then be used to cvuluaue

~the effects of exercise, hypoxia, changes in neuro-endocrine

. gtimulation and pharmacologic alteration on the circulatory system.
1.0g

The analysis of these responses will allow the construction of

‘a mathematical model of the circulatoz system and the adaptive
mechanisms involved .in its responses to various types:of stresses.
It is anticipated that these studies will provide a back-

g:ound on which predictions can be made regarding theﬁeffects'of

[Ty
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! long-term space flight on circulatory adaptation. Since it is
not possible to carxy out these studies in human subjects in
. space flight it is essential that a large body of information be
i ‘ ' '

‘analeed during circulatory stresses to predict the changes which

occur. The studies outlined in this proposal are primarily -

4

j <:> directed toward understanding. the adaptive circulatory mechanisms

wnich mignt be important by studying them in experimental animals

and ia human subjects with diseasg under a variety of conditions.
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.. Public Health Sexvica policy (identified &s Policy and Proceduve Ordad

.subjecto, Lncluding clinfcal xcscarch, This ingditution agrecs that

“~ human subjects, prior to iaitiation of inve

.to (1) the rights &nd welfare of the individuals‘'iavolved, (2) the

- human gubjects in {nvestigation, snd also that it will ywovids wnatever
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s " ' STANFORD UNIVERSITY SCHOOL OF MEDICINI

REQUEST for INSTITUTIONAL APPROVAL of CLINICAL R&
INVESTICATION INVOLVING HUMAN BEINGS: ALL SPONSOR
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 Geaeral Clinical Rescarch Review Committee Date
John W. Farquhar, M.D., Chairman ' -
Tacipal ' . M.D. '
~.’u5ti8&€01’(5) ) thDo
(Name) ' (Title of Position)
cle
nnt NOe_ PERIOD: From To
g

he 0i Application: Research Project ___Research Center Revision

Training Program Fellowship Supplement

Rescarch Career New Continuation__

Program Project__ Rencwal

. APPROVAL OF
2ARTMENT DEPT, EXECUTIVE

SIGNATURE PRINCIPAL INVESTIGATOR

act ™ as previously approved by the Committee, please initial

this application is & continuation year, z2nd the involvement ,of human subject
Principal Investigato:

s remain::

the refercenced project above.

1. Describe. exactly the involvement of human study subjects

if you do rnot, why.

Please send one copy of this form to Doris Hosmer, Rm. E328A

Describe briefly in the space below the answers to those questions which arxe pertinent

in your research design.

- 2, State in detail your procedure for obtaining the patient’'s (minor or adult) informed
consent and attach a copy of the consent form which is integral to that procedure. ‘

3. If the administration of personality tests, inventories ov questionnaires is integrea'.
to your study, indicate how you obtain the subjects informed comnsent (as in #2), anc .

(ext. 5271 or 5197). Addit:

cms. are obtainable from Aaune Herzberg, Dean's Office (ext. 5524), or Miss Hosmer.

. fUse reverse 'silz2 if necessary
KO o ] :

¥ CHANCE IN THE INVOLVEMENT OF HUMAN SUBJECTS IN THE RESEARCH DESIGN REQUIRES AN INVESTICAIQ

RCE™NY THE COMMITTEE. A MODIFICATION OF A STUDY, OR AN INTENDED MODIFICATION, IN THIS W
3TNUTES A NEW RESEARCH PROJECT AND A NEW REVIEW BY- THE COMNITTEE ON HUMAN SUBJECTS.
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. : SPECTAL CONSENT FORM

s

S

v

Part I ‘ ' ' :
e l,” During the course of your diagnostic evaluaition foir you:r
i ]
scunds, and heart volumes will be used. The foliowing CesCLipiLiont,
. .7 . Of these procedures is included for your evaluation of them. - 3
o _-'.. They arc investigational but will be chccked against the standaxd
. . “ypes of measuring devices which we use. It is likely that the:“J
.. additional information cbtained with these new instruments will
.. be of help to your doctor in deciding whether or not further - ¢
:reatment of your heart condition is necessaxy. cee Tk

77 20 mitle: Evaluation of the cardiovascular system during various . =
."C:Q: B circulatory stresses. ) R Tt

o 3. RPrinecipal Investigators: Donald C. Harrisom, M.D. E :
Lewis Wexler, M.D. L 3
Ralph E. Gianelly, M.D. : '

. : b

4. Soecial Investigator: Harold Sandler, M.D. Dr. Sandler will:.
- assist the principal investigators in
the studies outlined above. :

5. DNature of studies. During your catheterization or angio=- -
' cardiogram, pressures, oxygen saturations and volumes will be
recorded by the standard equipment in these laboratories.

. i4fter this, special measuring devices will be used to recoxrd -

the same values. These measurements are investigational and Lo

" utilize measuring devices which have been extensively tested in

. the laboratory. Their use will prolong your study but the risk 2

'(:>. to you is considered small. The xecoxdings will be made during 3

. - rest, exercise, and in some cases, drug infusions. We believe
these special recordings will give us added information about
your heart and allow us to make a better decision about your

treatment. ‘ o

”~

5. ' Foreseeable inconvenience, risks, and discomfoxrt:

- 1. Slightly prolong your study. b .
L 2. Possible arm pain (local anesthetics will be used)
E + 3. Damage to a blood vessel or blood clots. .
4. Cardiac arrhythmias ‘ , o
Bvery effort to assure no complications will be made.

Voo ' ‘ | - , . - Donald C. Easrison, M.D, e
(e . ' Chief, Cardiolcgy Divisioan | '
. ' '
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. 35 DO CHEING T, I
» RN .
. P77
» . :
Prve IX - To be completed by patient

“weflo . participate as a subject. o

TO THE PATIENT: READ PART I CAREFULLY. IF TIIERE IS 2ITUTIITNG

' : IN PARYT I YOU DO NOT UNDLERSTAWD, ASK ONE CF
THZ DOCTORS WHO WILL L& CONDUCTING THE .
'STUDY FOR AN EXPLANATION. . '

I hereby agree to participate, as a paticnt, in the tests
described in Part I of this form. .
I am aware of the possible foresceable harmful consequences
that may occur. 9he doctors have explained the procedures
to me in a language which I can understand. .

L acknowladge that my consent has been freely given and that

I muy withdraw my consent at any time. °

. .

.+ . . The foregoing shall no: be construed as a
N : : release of the pnvsicians of Stanford
S , Medical School from any future liability.
: : - arising from or in connection with the:
- tests or experiments in which I am to

I

Signature of subject . N

Lt

e - N L T .




NASA-AMES

Moffett Field, California
February 26, 1968 :

MEMORANDUM to J, Henry Glazer, Esq.
Chief Counsel .

From: | Joel S. Primes
Law Clerk .
Subject: Protections afforded under the laws of California

to contractor employees who are the subjects of
human research within the meaning of Paragraph 2
of AMM 7170-1" ) o

TABLE OF CONTENTS: oy
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Employer's duty of care 6
Employment causing employee to occupy ’
dangerous position 7
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Federal Tort Claims Act ' 14
Federal Employer's Liability Act _ 16
Benefits under Calif, workmen's compensation‘ 17
Appendix: 40 U,s.C. & 290 - 18
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INTRODUCTION

California's compensation statute -is a liberal law, construed to
afford maximum protection to persons within the direct scope of industrial
physical risks and financial losses, It is composed of an exclusive
system of employer liability thhout fault, based upon insurance concepta.
Rights and remedies of the system's beneficiaries rest upon status in

an employer-employee relationship rather than upon eithexr tort or contract

principles. The purpose of the law is rehabilitation, not indemnif;cation"

_for damages under negligence law, CEB: California Workmen's COmpensaéion
Practice, § 1,28 (1963).

‘The imposition of liability without fault and the statutory

admonition of "liberal construction" in favor of compensation coverage

reject common law concepts of tort liability, Moreover, Cal, Const, Art,
XX, £ 21 authorizes the administrative procedure for handling workmen's
compensation, providing that "the administration of such legislation .
shall -accomplish substantial justice in all cases expeditiously,
and wichout incumbrance of any character’,

.
" The Roseberry Act, Stats, 1911, ch. 399, eliminated the fellow
servant and assumption of risk doctrines and markedly proscribed the
contributory negligence rule. lLab, C. 2801 states:
"It shall not be a defense that:

a) The employee either expressly or impliedly assumed the risk of
the hazard complained of,"

The risk of the "hazard complained of'" has been interpretated to anlude
both the ordinary and extraordinary risks of the employment, Tubbs Y. Stone
& Webster Constr. Co., 159 P, 242, 30 C,A, 705 (1916), In Tubbs, employees
after emptying their wheelbarrows, ordinarily continued around an elevated

_ eircular runway to a refxllzng point, The plaintiff was ‘injuried, when

he fell off the runway while passing another employee when he returned

- the same way he came pursuant to an order from hig foreman, The court,

159 P, at 245:

\

"The act does not use the expression “yisk of the employment" but

1nexpensively,

S T
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"risk of the hazard complained of",‘and this is broad enough
to include both the ordinary and extraordinary risks of an
employment", .

The assumption of the risk defense being statutorily eliminated combined
with the libeial interpretations given Workmen's Compensation laws by
California courts leads to the conclusion that recovery under the Act
would not be barred by d“bmployee who voluﬁcarily assumes the riak of
participating in a hazardous experiment as a part of hig employment,
The.zgghg case displays the liberal approach used by the courts to.

allow recovery. The California Workmen's Compensation legislation was i

’ painted with a broad brush to allow judicial discretion with a view

toward protecting employee's injurled on the job,

EMPLOYEES COVER?D BY WORKMEN'S COMPENSATION LAW

There is a pPresumption that any person rendering service for another,

other than as an independent contractor, or unless expressly excluded,'is

an employee. Lab, C, § 3357, Additionally, however, either to clarify ﬁhé o

law or for reasons of public policy, 'the Legislature has defined
"employee" as eéery person in the service of an employer under any
appointment or coétracﬁ of hire or apprenticeship, express or implied,
oral or written (Lab., ¢, § 3351). The following classes of workers have
been singled out as groups for speﬁial inclusion: '

1) Persons unlawfully employed (Lab,, C, 8 3351),

2) Aliens (Lab, C, 6 3351a),

3) Minors, Ibid,

4) Elected and appointed paid public officers (Lab. C. 3 335Lb),

If the injured person was actually,performing service for the alleged
employer at the time of the ihjury,'the burden of proof to exclude him
from the protection of the act, as an independent contractor or otherwise,

18 on the alleged employer, Lab, ¢, 8 5705, However, if the service is

voluntary and without compensation, there may be no emp loyment relationship

on which the employee can sue under. the act, Edwards v. gollmood Canteen,
27 C.2d 802, 167 p.24 729 (1946), I . ‘

Aok iAdn b . , (il o Y
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~ JURISDICTION

If the employment contract is entered into in California, the.

Workmen's Compensation Appeals Board has jurisdiction over the cmployee's

. .. . “o .4.‘ . 3. . /7/‘3

.injurés even where they occur on the property under the exclusive Jurisdiction

of the United States. 40 U,S.C, 8290, effective June 25 1936, See
appendix for complete text of § 290
- 40 U,S.C, § 290 provides that State compensation authoritics may
i ; | ., apply the local compensation laws to federal property within their
‘ respective boundaries in the same manner as though such property were
under the exclusive jurisdiction of th& State, The statute revests State
jurisdiction which, presumably Congress thougltmight be divested by the
acquisition and ownership of the land by the United States for Federal
purposes. Thus for purposes of workmen's compensation laws the United v
States of America has vested in the several States Wlthln whose exte:ior
boundaries such place may be the right, power, and au;horzty to apply ',

)
the applicable States workmen's compensation laws.,

 The case of Travelers Ins, Co. v. Cardillo, 141 F.2d 362 (1944)
displays the functions to be performed by the statute:

‘"The effect of the federal statute extendzng state workmen's
compensation laws to buildings of the United States was to
restore the status quo ante, and the purpose was to make sure

. that contractor's employeces working on federal buildings in
a federal area would be able to recover compensation benefits

- for disability or death",

. The remedy under § 290 is exclusive. In Waliach v, Lieberman, 219 F. Supp.

247 (1963) an injured painter was precluded from any recovery where he '
had recovered in the State compensation proceedzngs. ‘The painter was
injured when working in a poét'office-building and it was held that

the applicable State's workmed's compensation laws were binding, -

B o E T R 2P L iy
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EXCLUSIVE REMEDY UNDER COMPENSATION LAWS

The California compenscation act provides that the liability for .

compensation it furnishes is "in lieu of any other liability whatsocvcr’1

£0 2Ny PersSON........without regard to negligence", that may 'exist

against an employer" for any injury or death arising out of and in the
course of the employment, Lab.‘c: 8 3600, Therefore, when the conditions
of compensation concur (Lab. C, 3600) and the employer has insured the
payment of compensation benefits by the required insurance carrier _
(Lab, C. 3700), the right to Eecover compensation under the Labor Code

is the exclusive remedy for injury or death of an employee against the
employer. Lab, C. § 3601, 8 5361} Law v. Dartt, 109 C,A, 24 508, 240
P.2d 1013 (1952), ' o

In addition to this limitation phrased in terms of the employer's

liability the statute declares that except where the employer has failed.ff-

to insure the payment of compensation, the right to recover compensation

is the "exclusive remedy" against the employer for injury or death

‘ wherever the conditions of compensation exist, Lab, C, 8 3601, Popejoy . - -
' Y. Hannon, 37 Cal.2d 159, 231 P.2d 484 (1952).

The exclusive compensation law remedy supersedes the common law in
the field of injury to workmen in the course of their employment and
creates a different standard of rights and obligations in substitution

of all prior rights and actions against such an employer based on the

fact of the employee's injury or death, Treat V. Los Angeles Gas & Elec,
Corp., 82 Cal, App. 610, 2567Pp, 447 (1927), Where the employee's injury

is within the scope of the compensation laws, and the employer is En fact
insured, a court of law has no authority to render judgment for recovery -

of damages by the emplqyee'from the employer, Baugh v, Rogers, 9 ¢,2,C,
141, 144 Cal, 2d 200, Jie? ¥

h 1 failed to secu
b f:csﬁfcxh:‘z;:ng fag:np .o ygrsy&s beaconf'ga appslz.canoelq.

.
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EMPLOYER'S FAILURE TO INSURE
A) Uaintentional Failure: -

If an employer fails to obtain insurance or to self~insure as
required by the compensation act, an injured employee, or his dependents
in the event of the employee's death, are entitled to maintain an action
at law for damages, or to file an application for compensation with the
Industrial Accident Commission, or both, Lab. C. § 3706, The action
for damages may be brought against the uninsured employer even though -
he has voluntarily met the réquirements of compensation by furnishing
all necessary medical care and payment of wages during the period of
disability, Ciffin v, Bloodworth, 28 C.A.2d 522, 82 P.2d 253 (1938). -

The employer is dep%ived of the defenses of contributory négligence, '
assumption of risk, and fellow servant rule, It is presumed that thel
injury was due to the employer's negligence, Lab., C. § 3708; Goss V.

. Fanoe, 114 C.A,-2d 819, 251 P,2d 337 (1952). This presumption of
negligence of the uninsured employer may be rebutted by evidence to E
the contrary. Judd v. Chabek, 162 C,A, 2d 574, 328 P.2d 245,

J The employee may even attach the préaperty of the employer in an
~amount fixed by the court (Lab, C. 8 3707) or the Commission may direct
the issuance of an attachment to secure a possible compensation award
(Lab. €, § 5600), If a final award agﬁinst the uninsured employer. remains
unpaid for more than ten days, the Labor Commissioner may take an assign-
ment of it for enforcement. lLab, C. 8 4555, |

B) Willful Failure:
If the failure to insure is willful, the employer may be liable‘fot

additional penalties. He may,%e criminally prosecuted and his business may

be abated as a public nuisance if the violation is continued, Lib, C. § 3712,

In addjtion, thera must be a ten per cent jncrease in the amount of éompen-

sation awarded to the injured employee, and :hé smployer may be'liable

for all attorney's fees. Lab, C, & 8 4554, 4555, .

]
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The only remedy of an employee injured while working for an excluded
employer is a ecivil suit for damages. The basis of the suit must be
negligence on the part of the employer, Lab, ¢, § 2801, Those employers
not subject to state jurisdiction may, by affirmative action, bring
themselves within the application of the compensation law, and their
failure to do so,

Tepresents an'exercise of a personal choice, Lab, C. 8¢ 4150-4156,

’
’

EMPLOYER'S DUTY OF CARE:

The employer is required to indemnify his employee for losses

. caused by the employer's want of ordinary care, Lab, C. § 2800, The

employer must furnish safe employment aad a safe place of employhent, -
using all safety devices and all practiceé, methods, and operations |
waich are reasonably adequate to render such employment and place of
employment safe: Lab, C. § § 6400-6403. The comnstruction, occupancy,

or maintenance of an unsafe plaée of émployment is forbidden by law

Lab, ¢, 4 0 6404, 6405, The employer is not, however, required to

furnish a place of employment or appliances which are absolutely.eafe,.“

but only those which are reasonably safe, having regard to the

character of the work. Tellez Yv.i‘Schreyer, 158 Cal, App. 2d 248;
322 P, 24 259 (1958). '

The employer is under a duty to make reasonably careful inspections at.
reasonable intervals to learn of dangers that are not apparent., The

~ extent and frequency of such inspections depend on the nature of the

. things to be inspected, the danger to be anticipated if inspections

are not made, and other factors which show the reasonableness of the

~employer's conduct, Devens v.iGoldberg, 33 Cal, 24 173, 13 c,c.C, 293,

P  ——
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if the matter has been given deliberate consideration'_
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EMPLOVMENT CAUSING EMPLOYEE TO OCCUPY DANGEROUS POSITION

When a person's employmenc brings him into a position that
becomes, or is dangerous, and he is injured there while acting in
the scope of employment, California courts have often allowed recovery,
The following cases exempiify the.extreme positions taken by variohs
California courts to uphold benefits to employees injured while on
the job., They show that the defense of assumption of risk has no
basis in determining recovery against the employer for injuries to

employee's occurring within the scope of the employee's employment,

~

) -

‘In Industrial Indem, Co. v. Industrial Acc. Com., 95 C.A.2d 804,

214 P.2d 41, an employee of an inn acting as a baitender was killed by *
a shot intended for a customer during an altercation in which the
employee took no part, his death was held to have arisen out of the

employment.and was therefore compensable, The court reasoned that

: since the employment required him to be in what turned out to be a

place of danger, then the injury occurred in a hazardous occupation

" or location, Recovery was also allowed in Frigidaire Corp. V. Tndustrial’

Acc, Com,, 103 C.A.27, 283 P, 974 where an employee was required by his
employmenﬁ to travel between various cities by public transportation,
and he was struck and killed, while standing on the edge of a railroad
station platform adJacent to the street, by a stray bullet fired by a
policeman at a suspected criminal,

In considering whether an injury arose '"out of' and was "proximately
caused" by the employment, questions of workmen's compensation are not
controlled by common-la¥ rules of proximate cause applied in tort cases,
and reasonable doubts whether an injury is compensable should be resolved
in favor of the employee. Tiuck Ins. Exch, 3; Industrial Acc., Com., 27
C.2d 813, 167 P.2d 705; 55 Cal, Jur., 2d 69. An employee was cven entitled

to compensation where he was injured by reason of the collapse of a floor

above his work room, though the collapse was not due to a structrual )
defect, but yather to an unauthorized use & tenant made of the rdom
above, Kimbel v, Industrial Acc, Com..,, 173 6, 351, 160 P, 150, ‘

o

1

s et o =t oann




s T e - SJedx, —

;. 7 108

Lab, C. § 3600 provides as a condition of compensation that an injury
to an employee must arise out of his cmployment. This requirement refers to

a causal connection between the employment and the injury. Scott v.'Pacific

Coast Bovax Co., 140 Cal,App.2d 173, 294 P,2d 1039 (1956). Madin V. Induste

rial Acc, Com., 46 Cal.2d 90, 292 P.2d 892 (1956) is dispositive of the

liberal interpretation invoked by an analysis of causal connection for

a conclusion that an injury atose out of employment., In Madin, the
employees were a husband and wife who were on 24-hour duty as care-
takers and managers of reatal property owned by their employer. They
were injured when a bulldozer, which was beding.used on property in

the neighborhood, was started by some boys and pushed through the walls
of their bedroom., Neither the bulldozer nor the boys were under control{
of the employer. In finding that the injury arose out of the employmenc,

the court held that a sufficicnt causal connection baetween the injury

and the employment is shown where the employment was a contributory

.cause of the injury, that where the injury occurs on the employer's |

premises while the employee is in the course of his employment the

' injury also arises out of the employment.unless the connection is so

remote from the employment that it is not an irncident thereof, and '
that an injury can arise out of the employment even though the employerxr
had no connection with or control over the force which caused the injury.

Madin also held that an injur& is compensable where the employee
is brought into a position of danger by the employment even though the
risk could not have been forgéen by the employer. The case also stated
that all reasonable doubts as to whether an injﬁry is compensable are
to be resélved in favor of the employece,

In Wiseman v. Industrial Acc. Comm., 46 Cal.2d 570, 297 P.2d 649

the principles of Madin were held to permit coﬁpensation to the family

of an cmployee who was burned; to death as a result of careless smoking
in a hotel room while in the course of his employment, The decision
is another reflection where the court felt that the employee's injuries
were sufficlently connected with the employment to be said to arise
therefron,

g i e
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EMPLOYER'S LIABILITY FOR INTENTIONAL TORTS:

An employee intentionally assaulted by his employer has a
choice of forums inwhich to seck recovery, and possibly a choice
of remedies. Carter Y. Superior Ct., 142 Cal,App.2d 350, 21 c.c.c. 234,
It is well settled that an employee may assert that the injury

occurred by reason of a risk or condition incident to the employment,
notwithstanding the fact that it was intentional, and seek compensation
before the Workmen's Compensation Appecals Board; or he may treat his
injury as not having arisen out of and in the course of employment

and seek damages in an action at law, Azevedo v. I.A.C., 243 cal, App.2d

379 (1966). But of course an employee may not recover both compensation
benefits and dadﬁes. Carter V. Superior Ct., supra,

The leading, and:;uite unique)case upholding civil liability of
an employer who was also liable for compensation benefits is Duprey v.
Shane, 39 Cal.2d 781, 249 2.24 8 (1952). In Duprey the employer,
a chiropractor, treated the employee for the industrial injury and was

held to be subject to a malpractice action for, aggravation of the injury
Just as he wauld have been if he had not been the employer,

SERIOUS AND WILFYL MISCONDUCT:

a) Serious and Wilful Misconduct of Employer,

If an employee is injured through serious and wilful misconduct of
the employer or certain designated employer representatives, he is entitled
to an increase of one half in the amount otherwise técoverable, tg the
maximum increase of $ 7500, 00, Plus costs and expenses not to exceed
$ 250,00, Lab, C. § 4553, Thls action is directed against the employer,

not the insurance carrzer, s',}nce the latter cannot insure against such
liability, Ins. C. § 11661,’ ‘

’
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In Xecley v. I.A.C., 55 C.2d 261, 359 P.2d 34 an injurcd employece

presented a good claim of serious and wilful misconduct against his

« ecmploycxr when he established that the employer's representative
ovdered him into a known place‘of danger, knowing that injury would
result if a motor was stafted, without taking some precautions to
protect against the known danger. In Gordon V. Industrial Acc Com.
199 Cal., 420, 249 P. 849 an émployee was killed in a cave-in of a
gravel pit, It was held that compelling an employece to work in a t?

dangerous spot, without taking protective measures, and where the

employer knows or should know of the danger constitued serious and i ,ﬂ" 
wilful misconducc. ‘

P .

e o

The leading California case on the meaning of serious and wilful -

misconduct, Mercer-Fraser v. I,A.C,, 40 Cal.2d

= A Arne In

d 102, 251 P.2d 955 (1953)

made it clear that negligence of any degree, including gross negligence, ‘;»A _
does not constitute serious and wilful misconduct. The rationale being _3“@
that negligent misconduct does not involve an intention to perform an -

act that the actor knows will probably cause harm, In determining the

meaning "serious and wilful misconduct" of the Lab, C. 5 4553, the courc,~:;. 3";

quoted judicial interpretations of "wilful misconduct" under the B KN
automobile guest statute (Veh, C., 8 17158), and concluded that Mserious. e
and wilful misoonduct" cannot be established by showing acts any less

culpablcy, any less deliberate, or any less knowing or intentional, than
is required to prove "wilful misconduct", R S e

b) Serious and Wilful Misconduct of Employee: ;1. e

Where an employee's injury is caused by his own serious and wilful - . -‘f.‘
misconduct, the compensation othegwise recoverable is reduced by‘;ne-
half, Lab. C. § 4551, Exceptions are made whére the injury results in
death (Lab, C. & 4551a); pe.manent disability of 70 o/o or over (Lab,
C. ¥ 4551b), from the employer s failure to comply with any safety law ‘
or order (Lab. C. § 455lc) or, where the in;ured employee is undex : 3:‘35
sixteen years of age at the time of the injury (Lab, C. § 45514d). '
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Where none of the above exceptions favor the employee, and both the
cmployee and the employex are guilty of serious and wilful misconduct,

anormal compensation is awawrded, Walker wv. Artic Ice Mach, Co., 19 I,A,C,

48, Tue standard used for serious and wilful misconduct is the same:
for employer and employee, ‘ .

If a workman is unaware of the danger involved in his act, the'
clement of wilfulness to risﬁ tﬁat danger is missing and therefore his
conduct cannot be serious and wilful, Brooklyn Mining Co, v, I.A.C.,

172 Cal. 774, 159 P, 162 (1916). The ruling would be otherwise if the -

danger is obvious to any persoa with the workmen's experience, and the

workmen deliberately enhances that danger by removal of a safety device.
Bayshore Laundry Co, v. I.A.C., 26 Cal. App. 547, 172 P,.1128 (1918),

3

ASSUMPTION OF RISK: ANALYSIS OF CALIFORNIA CASE LAW

The defense of assumption of risk in California is quite narrowly
confined and restricted by two requirements: first, that the plaintiff
must kﬂow and understand the risk he is incurring, and second, that .
hié choice to incur it must be entirely free and voluatary. This

rationale was aptly explained by Prosser, in his book on Torts

- (2d-ed. 1955) page 309:

"Knowledge of the risk is the watchword of assumption of risk.
Ordinarily the plaintiff will not be taken to assume any risk

of conditions or activities of which he is ignorant, Furthermore,
he must not only know of the facts which create the danger, but
he must comprechend and aporeciate the danger itself......If
because of age, or lack of information or experience, he does
not comprehend the risk involved in a known situation, he will
not be taken to consent to assume it"., (Emphasis supplied)

o

The above analysis by Califb;nia'é leading tort expert would lead to
an inference that 1f the employee was "not fully apprised of the risk",
or if tha injury iavolved was "beyond the risk explained to him", the
employea could not 133311§“he1§ tqugkumela rigk he did not comprehend
or appreciate, ' ‘ '

[FTYIR
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Prosser's definition of assumption of risk has frequeatly been

stated and applied by California courts, Ia Sacter V. Harley Davidson

Motox Co;,‘186 Cal. App.2d 248, it is pointed out that before the
doctrine is applicable the victim must have "appreciation of the
danger", and that such requirement is independent of the requirement
of actual general knowledge of a.danger. Ia other words, actual
knowledge of a danger is not interchangeable with appreciation of
the risk, In Vierra v. Fifth Ave Rental Service, 32 Cal. Rptr. 193,
383 P.2d 777 (1963) the court held that the fact that the plaintiff

is fully aware of one risk, does not mean that he assumes anothex'of
which he 1s unaware. Thus where plaintiff building occupant knew only,
of danger from flying particles of concrete within a range of seven
feet from the work of cutting a door through concrete

f a

n a wall, he

(=2

i
-did not assume any-risk of injury at a- least nine feet -

istance

Q
(x4

from a flying fragment of steel from a tool being uséd. The court '
32 Cal. Rptr at 196 furtcher stated: _ C

"To warrant the application of the doctrine the evidence must

show that the victim appreciated the specific danger involved,

He does not assume any risk he does not know or appreciate.

Stated another way, before the doctrine is applicable, the .,
victim must have not only general knowledge of a danger, but '
must have knowledge of the particular danger, that is,

knowledge of the magnitude of the risk involved," (Emphasis
supplied) ‘ '

Actual ksowledge of the existence of éﬁépecific danger is an
essential and indispensable element of the defense of assumption of
the risk. It is not cnough that the plaintiff should have been aware
of that danger. There must be evidence sufficieat to show that he was
actually aware of it, This element of the doctrine has been found
missing in a number of diffevent factual situations by California
courts., In Bee v, fUngstar Corp., 65 Cal. App.2d 729, 151 P.2d4 537

Lo . )
it was held that an invitee.who knew of the general danger in riding

in a bucket of the mine owner's aerial tramway, did not assume the
risk, of which he had no specific knowledge, that the traction cable
was improperly spliced,

*
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In nidden v. Malinoff, 174 Cal, App.2d 845, 345 P.2d 499, the decedent
stepped out of his car onto the traveled poriion of a main highway in

hhe nighttime, Traffic was heavy and he was warned by his wifc not to *

oaun the hood of the car which opened from the side towards the traffic,
Plaintiff alighted from the ¢ar, turned his back to oncoming traffic

and was hit by defendant's negligently operated car., Obviously plaintif 33 .
must have known that it was dangerous to do what he did, and the appellate
court so held. But it also held that it was prejudicial error to instruc:
on assumption of risk because there was no evidence that plaintiff knew ‘

of the actual risk involved, namely the negligent operation of the
defendant's car,

Hall v. Macco Corp., 198 Cal.App.2d 415 is a case involving two .
separate dangers, one known and

of assumption of risk instructions was upheld where the plaintiff was
watching a burning bridge when a gas line under the’bridge, of which

thé plaintiff had no knowledge, expioded. Plaintiff knew of the

general danger of approaching the burning bridge but not of the specific

danger of the gas line., In Hook V. Point Montara Fire, etc., 213 A.C.A,

111, 28 Cal. Rptr. 560, it was held error to instruct on the doctrine’
where the plaihtiff may have known of the genecral danger of walking
into a darkehed'room, but did not know that the floor level was nine
inches lower thah the thresold of the door. The court reasoned:

~"....before one can consent to assume a risk he must have knowledge

of the particular risk to which he is consenting..ess'

As stated in Dutcher V. City of Santa Rosa High School District,
137 Cal. App.2d 481, 290 P,2d 318: "before the defense of assumed risk

can succeed the evidence must disclose either actual or implied knowledge

of the risk and an appreciation of the magnitude thereof", In Dutcher
an action was brought again§t a high school district and an automobile
mechanics teacher for dcathf%f the first student and injufb“ to'a
secoﬁd student as a result of an explosion which occurred at the high-,
school.” The explosion occurrcd whena a third student attempted to burn
& hole in an automobile, which had an opep gasoline tank with an
acetylene torch, The court in considering the defense of agsumption
of risk reasoned;

(SR
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"To be sure, they knew that the studeat was operating a torch,
but there is no showiag that they knew either how close the
tank that exploded was to the flames and spavks being emitted
‘by the torch or that they appreciated the danger of explosion
if flames or spar ks from the torch ignited gases issuing from
the tank", :

It is now clearly secen that 1n addition to kinowledge of the condition
creating the risk, an appkeclatzon of the magnitude of that risk is a
vital element in the defense of assumption of risk, Knowledge of the
exact risk is essential if an adequate comprehcnsion and appreciation -
of that risk is to be found, Therefore an employee injured in the ARC
centrifuge cannot be said to have assumed a risk he is "not fully
apprised of" or of 'an "injury beyond the risk explained to him". If the
risk is beyond that explained to him or he is not fully apprised of it,
how could he possibly comprehend and appreéia:e the danger? .

FEDERAL TORT CIATIMS ACT:

The Federal Tort Claims Act permits recovery on claims for money.

' Gamages "for injury or loss of property, or personal injury or death
caused by the negligent or wroangful act or omission of any employee of
" the Government while acting within the scope of his office or employmeut,

_under circumstances where the United States, if a private person; would

be liable to the clalmanc in accordance with the law of the place
where the act or omission occurred". 28 U,S.C. 8 1346(b). Claims
arising out of assault, battery and other specified intentional acts
are excluded from coverage under the Act. 28 U,S.C, § 2680, '
Thus while federal law and the Rules of Civil Procedure control
the procedural aspects of «he suit under the Tort Claims Act, it is
state law that determines:ﬁhether the ultimate facts give risc to a

cause of action in favor of the claimant, Richards v. United States,

269 U,S, 1, (1962), State characterization of wrongful conduct as being
either a battery or as negligence is therefore determinative.of recovery

\J

uynder the Federal Tort Claims Act,

14, - l! Pl
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‘The following analysis of California tort definitions may shed
light upon possible characterization by that State of conduct decmed
actionable as an intentional tort or as negligence. Prosser defincs

"battery" as the "unpermitted, unprivileged contacts with his person,

caused by acts intended to result in such contacts, or the apprehension

of them, directed at the other or a third person", Prosser on Torts
(2d ed. 1955) § 9, p, 30. The essence of the tort of battery is the
inteational act by the defendant. He must intend a result to follow,
must believe that the result is substantially certain to follow

rom his act, Prosser, supra, § 8, p. 29, The act must cause, and

rh

must be intended to cause, an unpermitted contact. Mere negligence,
or even recklessness, which creates only a risk that the contact will
result, may afford a distinct cause of action in itself, but under

modern usage of the term i: is not enough for battery,

It scems reasonable to assume that those in charge of the ARG

ceht“’fuge would not intend to injure, or place employee's where they

believed there was a substa1t1a1 certainty that an injury would occur,

- If this assumption is valid, an injury "beyond the risk explained" ox

"not fully apprised of by the employee" should not be characterlzed
by California courts as a battery. The essential element of intent
would be lacking. It seems most probable that the terms "wrongful act"

would be expanded to encompass this tortious conduct which caused the
iajury.

Could operation of. the ARC centrifuge fall within classifaction

-of an ultrahazardous activity? Prosser, supra, p. 532 (34 ed,) states

that he feels "experimental aircraft and military planes not designed
primarily for safety" should come under this category. However, Harris

Y. United States, 205 F.2d 765 held that under the Federal Torts Claim’

Act some misfeasance or nonéfasance is necessary because the Act does
not impose liability without' fault, This does not mean that xnherently
dangerous activities have not been successfully argued to establish
governmental liability under the Federal Torts Claim Act., Lester §.

15, " /‘;2/‘;

FAth

R T

S REL AR

R T o e L DL T e

VTR

D e A AN



AR

upon the proof of negligence established by the plazintiff, Therefore )

-beneficial services for the Federal Government in a capacity which

"~ only Congress can authorize federal employees, the Court of Claims in s f‘f
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Jayson: Handling Federal Tort Claims, § 214,01, fa, 2, p. 9-19

lists a number of cases where liability for injury from an

inherently dangerous object was denied or found to exist depending

the ultrahazardous nature of the ARC centrifuge might be suécessfully
used to establish negligeance agaxnat the Governmeat where an injury

is proximately caused by operatxon of the ARC centrifuge,

If the claimant sustains damage through the conduct of
government employees which is regarded as tortious and actionable
under state law, but which does not coastitute negligeance or one of -

the expressly excluded claims, it very likely will be held "wrongful"

and therefore actionable uader the Tort Claims Act, Jayson, supra,

§ 214,04, In light of the inherently dangerous activity involved ' 1
in the use of the ARC centrifuge, combined with the use of res ' '
ipsa loquitur a cause of action framed in negligence might be
sustained froq almost any injury proximately caused by the use

of the ARC centrifuge.,

FEDERAL EMPLOYER'S LIABILITY ACT

As a last resort the injured party. may argue that he was performing 3“;
infers that he should be classified as a government employee, Because - Rfjf

Washington D.C. would resolve the issue. In the past the court has
been very liberal in finding the claimant to be an employee so that B
recovery under the Act may be sustained.

The Supreme Court in Tiller v, Atlantic Coast Line R.R. Co.,
318 U,S. 54, 63 Sup. Ct. 444, held that "every vestige of the doctrine

of assumption of risk has bee1 abolished" under the Federal nmployer s

Liability Act. This is also the case under the Federal Employees' L
Compensation Act, 5'U.5.C, b 8144
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SENIFITS UNDER CALIFORNTIA WORKMEN'S COMPENSATION
&) Death Denefits:

The enclosed schedulgs siould list the various benefits provided
by the Act. When employee sustains industrial injury that proximately
causes his decath, his dependents are entitled to a death benefit
consisting of an indemnity payment znd an allowance for burial
expenses. Lab, C, 0 & 4700-4798h‘The benefit in cases of total
dependency i$H $ 17,500 for industrial imjury resulting in death.v

Where there is a surviving widow and one or more dependent minor

‘ children, the award will be § 20,500. A burial allowance of up to

$ 609/ is allowed in all cases, The death benefit in partial
dependency is four times the amount contributed to the support of .
the dependents by the employee during the year preceding the date
of injury, payable at the same weekly rate as the deceased would

have received on the basis of temporary total disability indemnity.

The total payments are limited to an’ aggregate of $ 15,000, Lab, C. § 4702.

b) Permanent Disability: :
Where the effects of an idjury cause a 1oss of earning power, or

impairment of the normal use of a member, or a competitive handlcap
in the open labor maiket, thewve is at least a "partial permanent
disability" and the workex will be entitled to compensation based

upon ihe degree of this disability.

The degree of disability is "rated" in terms of "percent of
permanent disability". Each one percent of permanent disability
equals four weeks of payments, Payments are based on the earnings
or earning capacity of the disabled worker, with a maximum of
$ 52.50 per week, -

To compute a rating, the Division, insurance companies, and
attorneys make use of the Pé%manent Disability Rating Schedule
a yardstick which provides ;Tfair method of uniformly evaluating
a disability in terms of dollars and cents, taking into considération
the nature of the injury and the age and occupatijon of the worker, and

ability to compete in the open labor market,

See enclosed schedule foy weekly a¢sabi11ty paymenta.
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APPENDIX

40 u.,s.c. § 290 ' ' '

STATE WORKMEN'S COMPENSATION LAWS; EXTENSION TO BUILDINGS AND WORKS OF U.S,

.

"Wnatsoever constituted authority of each of the several States
is charged with the enforcequt_bf aad requiring compliances with thé
State workmen's compensation laws of said States and with the
enforcement of and requiring compliance with the orders, decisions, ?
and awards of said constituted authority of said States shall have
the power and authority to apply such laws to all lands and premises
owned or held by the United States of America by deed or act of
cession, by purchase or otherwise, which is within the exteriox
boundaries of any state and to all projects, buildings, constructions;
improvements, and property belenging to the United States of America,
which is within the exterior boundaries of any State in the same way
and to the same extent as if said premises were under the exclusive
jurisdiction of the state within whose exterior boundaries such place
may be." ' . =
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For Injurics Sustained On and Aficr Sopiember 15, 1951

WEZKLY WEELY
COMPENSA TN COMPENSATION N
Weekly romp;mry Pormeacnt  Monthly | Tomporary | Parmanant
Wages | Disability Disabiity  Wages Disability | Disubilizy
1$32.39 1 $25.00 | $20.00 $140.35 | $25.00 | $20.00
8500 | 2500 | 2161 . 15000 | 2500 | 22.30
40.00 | 2500 | 2470 17547 | 2500 | 25.00
4043 | 2500 | 2500 180.60 | 2555 | 25.55 .
4500 | 2779 | 27.79 20000 | 256.50 | 22.50
5000 | 30.88 | 20.8¢ 22000 | 31.35 | 2135
55.00 | 33.96 | 23.95 24060 | 3420 | 35420
60.00 | 37.05 | 37.05 26000 | 37.05 | 37.05
65.00 | 4034 | 4004 20000 | 39.90 | 39.90
7000 | 4322 | 4322 300.00 | 4275 | 4075
S 75.Q0 | 4631 | 4631 320,00 | 45.60 | 45.40 .
80.00 | 49.40 | 49.40  340.00 | 43.45 | 45.25
85.00 | 5249 | 5249 35000 | 5130 | 5130
85.02 | 52.50 | 5250 366.42 | 52.50 | 52.50
90.00 | 5558 | MAX. 2380.00 | 5415 ! MAX. .
. 9500 | 53.66 400,00 | 57.00
100.60 | 61.75 42000 | 59.85
105.00 | 64.84 440.00 | 62.70
110.00 | 67.93 450.60 | 65.55
113.36&! 70.00 480.60 | 8.40
OVER 4912288 70.00
OVER

NOTE: The ralo of wockly companiation in most

employed’s carnings of time of injury, but it

vpon the facts in cach case. if tho dgh

Soptomber 15, 1951, your componsation rato
or permanent disabiiity may be dificrent fr.

above. This is the most recent rovisio
In oddition to mon
advantagos furnisho
culating earnings

"""‘Pht-‘-‘

ay payments, tip

ccses is based wpon the

may vary deponding

o of your injury wes bofore

for cithor tomporary
om tho chart shown

n and is dated accordingly.
5, moals, room, and other
d by, the employor are to be inclvded in cale
for componsation purpases, .
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